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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMIN¬ 
ISTRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION.  AND  WELFARE 

[RecodlllcatlCHi  Docket  No.  8] 

SUBCHAPTER  E— ANIMAL  DRUGS,  FEEDS,  AND 
RELATED  PRODUCTS 

ANIMAL  DRUG  PROCEDURE 
Reorganization  and  Repubiication 

The  Commissioner  of  Food  and  Drugs, 
for  the  purposes  of  establishing  an  or¬ 
derly  development  of  informative  regu¬ 
lations  for  the  Food  and  Drug  Admin¬ 
istration,  furnishing  ample  room  for 
expansion  of  such  regulations  in  years 
ahead,  and  providing  the  public  and  af¬ 
fected  indu^ries  with  regulations  that 
are  easy  to  find,  read,  and  understand, 
has  initiated  a  recodiflcation  program 
for  Chapter  I  of  Title  21  of  the  Co^e  of 
Federal  Regulations. 

This  is  the  eighth  document  in  a  series 
of  recodification  documents  that  will 
eventually  include  all  regulations  ad¬ 
ministered  by  the  Food  suid  Drug 
Administration. 

This  body  of  regulations  includes  the 
animal  drug  procedural  regulations  for¬ 
merly  under  Parts  3,  130,  131,  135,  144, 
146,  and  148,  reorganized  imder  five  sep¬ 
arate  parts;  500,  505,  510,  511,  and  514, 
wliich  are  divided  into  Subparts.  The 
regulations  consisting  of  new  animal 
drug  applicaticm  approvals  of  drugs,  not 
subject  to  certification,  administered 
imder  various  dosage  forms  under  Parts 
135a,  135b,  135c,  135d,  and  135f  have 
been  reorganized  and  placed  in  Parts  520 
through  529  and  assiimed  numbers  ac¬ 
cording  to  the  basic  drug.  The  drugs  are 
arranged  using  a  master  numbering  sys¬ 
tem  that  gives  each  drug  the  same  num¬ 
ber  to  the  right  of  the  decimal  point  in 
all  parts.  The  certificable  animal  drugs 
have  been  incorporated  into  their  par¬ 
ticular  categories  according  to  their  re¬ 
quirements  for  certification,  tests  and 
methods  of  assay  and  their  conditions 
of  marketing.  Elach  drug  is  keyed  to  the 
bulk  drug  section  established  in  the 
human  drug  recodification  published  in 
the  Federal  Register  of  May  30,  1974 
(39  FR  18922),  and  carries  a  uniform 
last  two  digits  throughout  the  various 
dosage  forms.  The  animal  drugs  subject 
to  certification  include  animal  drug  pro¬ 
visions  from  Parts  141a  through  151c 
which  are  now  Parts  540,  544,  546,  and 
548.  Also  included  in  this  body  of  regu¬ 
lations  are  the  animal  feed  and  toler¬ 
ances  regulations  formerly  Parts  135g 
and  135e  now  Parts  556  and  558, 
respectively. 

The  following  table  shows  the  relation¬ 
ship  of  the  C7FK  section  numbers  under 
the  former  Subchapters  A  and  C  to  this 
redesignation  reflected  in  Parts  500 
through  558; 
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3.25 . 

510.  no. 

3.55 . 

510.112. 

3.68 . 

55S.4. 

3.517 . 

510.6. 

130.201 . 

510.120. 

131.11 . 

505.3. 

131.20 . 

505.20. 

131.21 . 

505.10. 

135.1 . 

510J. 

135.2..-. . 

510.4. 

135.3 . 

511.1. 

135.4a . 

514.1. 

135.4b . 

514.2. 

135.5 . 

510.5. 

135.6 . 

510.7. 

135.7 . 

514.110. 

135.8 . 

514.100. 

135.9 . 

514.6. 

135.10 . 

514.7. 

135.11 . 

514.105. 

135.12 . 

514.111. 

185.18a . 

514.8. 

135.13b . 

514.9. 

135.14a . 

510.300. 

185.14b . 

510.801. 

135.14c . 

510J02. 

135.15 . 

514.200. 

185.16 . 

514.201. 

135.17 . 

514.202. 

135.18 . 

514.203. 

185.19 . 

514.204. 

135.20 

514.220. 

185.21 . 

514.221. 

185.22 . 

514.222. 

135.23 . 

514.205. 

135.24 . 

514.206. 

185.25 . 

514.230. 

135.26 . 

514.231. 

135.27 . 

514.232. 

185.28 . 

514.115. 

185.29 . 

514.120. 

185.80 . 

514.121. 

185.81 . 

514.15. 

135.82 . 

514.235. 

185.83 . 

514.12. 

185.33a . 

514.11. 

185.84 . 

514.116. 

135.85 . 

510Z10. 

13536 . 

510.200. 

185.87 . 

510.95. 

185.101 . 

510.410. 

135.102 . 

510.460. 

185.103 . 

510.105. 

135.104 . 

500.40. 

185.105 . 

500.35. 

135.106 . 

510.440. 

135.107 . 

500.55. 

135.108 . 

500.65. 

185.109 . 

558.15. 

185.111 . 

500.25. 

135.112 . 

558.5. 

185.118 . 

500.4Sr. 

135.114. . 

500.52. 

135.501 . 

510.600. 

185a.2 . 

524.660a. 

135a.8 . 

555.810c(c). 

135a.4 . 

524Z21.0 

135a.5 . 

524.1208. 

185a.6 . 

524.1200b. 

185a.7 . 

524.920. 

135a.8 . 

524.1204. 

135e.9 . 

555.310d(c). 

lS5a.l0 . 

524.1962. 

185a.ll . 

524.1600b. 

135a.l2 . 

524.16008. 

185a.l8 . 

524.1700. 

135a.l4 . 

.524.1742. 

1358.15 . 

555.310r(C). 

13Sa.l6 . 

524.2481. 

185a.  17 _ 

524.1000. 

135a.l8 . 

524.1484g. 

135a.l9 . 

524.1580. 

1398.20 . 

524.1883. 

1358.21 . 

524.g61e. 

1358.22 . 

524.10M. 

1358.23 . 

524.981<1. 

1358.24 . 

524.1662b. 

1358.25 . 

524.1880. 

1358.26 . 

534.2620. 

1358.27 . 

524.18818. 

135a.28 . 

524.1484a. 

1358.29 . 

.555.810c(c). 

1358.30 . 

524.1484b. 

1358.31 . 

524.1484<1. 

1358.32 . 

524.14841. 

1358.33 . 

524.9610. 

1358.34 . 

524.1484c. 

1358.35 . 

524.402. 

1358.37 . , 

524.2640. 

1358.38 . 

548.314b(c). 

1358.39 . 

524.1484e. 

1358.40 . 

534.960. 
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1358.41  . 

1358.42  . 

1358.43  . 

1358.44  . 

1358.45  . 

1358.47 . 

135a.48 . 

1358.49  . 

1358.50  _ 

135a.51 . 

1358.52 . 

135a.S6 . 

185a.57 . 

1358.58 . 

135b.2 . 

524.2140. 

524.1662a. 

524.90C. 

524.2542. 

548.8148(C). 

524.541. 

524.1881b. 

524.660b. 

524.961a. 

524.463. 

524.981b. 

524.520. 

524.1801. 

524.1443. 

522.2640. 

135b.3 . 

522.640 

lS5b.4 . 

522.1940. 

185b.5 . 

522.842. 

135b.6 . 

522.2350 

135b.7 . 

522.844. 

135b.8 . 

522.2340. 

135b.9 . 

522.2240. 

I35b.l0 . 

522.2200. 

185b.ll . 

522.1260. 

185b.l2 . 

522.2680. 

135b.l8 . 

522.161. 

185b.l4 . 

522.961. 

135b.l5 . 

522.2220. 

135b.l6 . 

522.1563. 

185b.l7 . 

522.1380. 

185b.l8 . 

522.1204. 

185b.ig . 

522.1044. 

13Sb.21 . 

522.144. 

135b.22 . 

522.62. 

135bJ3 . 

522.2120. 

135b.24 . 

540.280(c). 

185b.25 . 

540.Z74a(c). 

185b.27 . 

540.265b(c). 

135b.28 . 

522.1222. 

135b.29 . 

522.2480. 

185bJ0 . 

522.480. 

135b.82...:.. 

522.960. 

135b  A4 . 

522.1020. 

135b.35 . 

522.1884. 

135b  J6 . 

522.1462. 

lS5bZ7 . 

522A00. 

185bZ8 . 

522.1182. 

185bJ9 . 

522.2424. 

135b.40 . 

522.1484. 

185b.41 . 

540.207b(c). 

185b.42 . 

522.82. 

185b.48 . 

540.255c(c). 

135b.44 . 

522.1862. 

185b.45 . 

522.340. 

135b.46 . 

522.2002. 

185b.47 . 

522.1720. 

135b.49 . 

540.274b. 

135b.50 . 

522.1061. 

135b.51 . 

522.44 

135b.52 . 

522.1800. 

18Sb.53 . 

522.2100. 

lS5b.54 . 

522.24448. 

185b.55 . 

522.1920. 

135b.56 . 

522.2022. 

185b.57 . 

522.380. 

185b.S8 . 

522.2662. 

135b.59 . 

522.204. 

185b.60 . 

522.1962. 

135b.61 . 

522.940. 

185b.62 . 

522.163. 

135b.63 . 

522.1060. 

135b.64 . 

522.1680. 

185b.65...*.. 

522.1662a. 

135b.60 . 

522.1183. 

135b.67 . 

522.1620. 

135b.09 . 

522  A83. 

185b.70 . 

522.723. 

135b.71 . 

522.740. 

135b.72 . 

522.23. 

135b.78 . 

522.863. 

135b.74 . 

522.1404. 

135b.75 . 

522.2063. 

135b.77 . 

555.210(c). 

135b.79 . 

522.2404. 

135b.80 . 

522.423. 

135b.82..-.- . 

5‘22.1881. 

185b.83 . 

522.540. 

135b.84 . 

522.1704. 

135b.85 . 

5-22.1362. 

135b.86 . 

522.564. 

135b.88 . 

522.281. 

135b.89 . 

522.1885. 

135b.90 . 

5-22.1143. 

135b.91 . 

522.1244. 

135b.92 . 

522.1880. 

135b.93 . 

522.ie6-2b. 

135b.94 . 

522.784. 

135b.95 . 

522.2582. 

135b.96 . 

540.274c(c). 

135b.97 . 

522.1503. 

135b.98 . 

540.255a(c). 

135b.99 . 

522.2444a. 
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135b.l00 . 

.  5-22.164-2. 

135b.l01 . 

.  522.1820. 

135b.l04 . 

.  540.207a(c). 

135C.2 . 

.  546.110c(c). 

and 

546.110d- 

(c). 

135C.8 . 

.  520.100. 

135C.4 . 

.  520.2640. 

185C.5 . 

.  520.1660. 

135C.8 . 

.  520.680. 

135C.7 . 

.  520.23808. 

185C.8 . 

.  520.2320. 

185C.9 . 

.  546.110e(c) 

and 

546.118b- 

(c). 

135C.10 . 

.  520.2260. 

135C.12 . 

.  520.2002. 

185C.13 . 

.  520.2220a. 

135C.14 . 

.  520.2240. 

135C.15 . 

.  544.1788(C). 

135C.16 . 

.  520.2184. 

185C.17 . 

.  520.1422. 

135C.18 . 

520.1242. 

135C.19 . 

520.2520b. 

135C.20 . 

520.620. 

135C.21 . 

520.1100. 

185C.22 . 

520.1120a. 

185C.28 . 

520.1840. 

135C.24 . 

520.2122. 

135c  .25 . 

520.2162. 

135C.26 . 

520.1540. 

135C.27 . 

520.222. 

135C.28 . 

520.2200. 

135C.29 . 

520.1962. 

185c  .30 . 

520.62. 

135C.81 . 

540.1298  and 

540.129b. 

185C.82 . 

520.2123b. 

135C.88 . 

520.1204. 

135C.85 . 

548.110(c). 

185C.86 . 

548.114. 

185C.87 . 

548.U2b(c). 

185C.88 . 

546.110f(c). 

185C.39 . 

520.25208. 

185C.40 . 

520.2481. 

185C.41 . 

520.2300. 

185C.42 . 

520.2301. 

185C.43 . 

540.1748(c). 

135C.44 . 

544.170b(c). 

135C.45...... 

540.174b(c). 

185C.46 . 

520.2220b.  • 

185C.47 . 

540.107b(c). 

185C.50 . 

520.600. 

185C.51 . 

520.1380. 

185C.52 . 

520.622b. 

185c..‘)3 . 

520.82a. 

185C.54 . 

520.1801. 

135C.55 . 

520.2480. 

135C.56 . 

520.580. 

185C.57 . 

520.17208. 

185C.58 . 

520.2080. 

185C.59 . 

520.2045. 

135C.60 . 

520.2380b. 

185C.61 . 

520.440. 

18ic.62 . 

520.704. 

185C.68 . 

555.110b(c). 

185C.64 . 

520.44. 

135C.65 . 

520.500. 

135C.66 . 

520.1780. 

135C.67...... 

520.182. 

185C.69 . 

520.1802. 

185C.70 . 

520.2022. 

185C.71 . 

520.1920. 

135C.72 . 

540.129c(c). 

185C.78 . 

540.119(C). 

135C.74 . 

520.2280. 

185C.75 . 

520.1720b. 

185C.76 . 

520.1760. 

185C.77 . 

520.260. 

185C.78 . 

520.240. 

185C.79 . 

520.540a. 

185C.81 . 

520..'>40b. 

185c .82 . 

520.763a. 

135C.83 . 

520.763b. 

185C.84 . 

520.2560. 

185C.85 . 

540.107  d(c). 

185C.86 . 

520.622a. 

185C.87 . 

520.8-2b. 

185C.88 . 

520.2601. 

185C.89 . 

520.863. 

135C.92 . 

520.1900. 

185c.«3...t.. 

520.2362. 

185C.94 . 

520.1263b. 

185C.97 . 

520.23. 

185C.98.., _ 

520.1284. 

185C.99 . 

555.110c(c). 

185C.100 . 

5-20.1263a. 

135C.101 . 

520.1520. 

135c.l0'2 . 

555.1 10a(c). 

135C.103 . 

520.1162. 

185C.104 . 

520.1320. 
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135c. 105 _ 

.  5-20.4-23. 

135c.  107 _ 

.  .540.107e(c). 

135c. 108 _ 

.  520.1362. 

135c. no _ 

.  540.105(C). 

135c. Ill _ 

.  520.-24608. 

135c.n2 _ 

.  5-20.2582. 

135C.113 _ 

.  520.2100. 

135C.114 _ 

.  544.110(c). 

135c.n5 _ 

.  520.784. 

135C.116 _ 

.  520.120. 

135C.117 _ 

.  .5-20.823. 

1350.118 _ 

.  540.181b(c). 

135c. 119 _ 

.  520.-2043. 

135C.1-20 _ 

.  .520.1662. 

135C.121 _ 

.  546.180d(c). 

135c.  122 _ 

.  546.180c(c). 

135C.123 _ 

.  546.180a(c). 

135C.124 _ 

.  546.180b(c). 

135C.125 _ 

.  546.180e(c). 

135c.  1-27 _ 

.  520.1803. 

135c. 128 _ 

.  520.21-238. 

135c. 129 . 

.  520.1120b. 

135c. 130 _ 

.  540.107a(c). 

135c. 131 _ 

.  540.1738(c). 

135c. 132 _ 

.  520.2460b. 

135c. 133 _ 

.  540.173b(c). 

135c. 134 _ 

.  520.-2160. 

135c. 135 _ 

.  520.1341. 

135c. 136 . 

.  520.300. 

135C.137 . 

.  540.107c(c). 

135d.2 . 

.  540.829(c). 

135d.l3 . 

.  540.874d(c). 

135d.l4 . 

.  540.874a(c). 

185d.l5 . 

.  540.814a(c). 

135d.l6 . . 

.  540.814(c). 

135d.l7 . 

540.874f(c). 

135e.2 . 

.  558.505. 

135e.5 . 

558.525. 

185e.6 . 

558.55. 

185e.7 . 

.  558.415. 

135e.l0 . 

.  558.625. 

135e.26 . 

558.615. 

135e.31 . 

558.35. 

135e.84 . 

558.105. 

135e.36 . 

558.630. 

135e.39 . 

558.185. 

135e.43 . 

558.45. 

135e.45 . 

558.435. 

135e.46 . 

558.175. 

185C.49 . 

558.325. 

185e.50 . 

558.355. 

135e.51 . 

558.195. 

135e.52 . 

558.25. 

135e.54 . 

558.205. 

135e.55 . 

558.575. 

135e.56 . 

558.305. 

135e.57 . 

558.365. 

135e.58 . 

558.155. 

135e.50 . 

558  315. 

135e.60 . 

558.465. 

135e.61 . 

558.145. 

135e.63 . 

558.115. 

185e.64 . 

558.485. 

135e.65 . 

558.95. 

135e.66 . 

.558.515. 

135e.67 . 

558.565. 

185e.69 . 

558.635. 

135e.l000 _ 

558.19. 

185f.2 . 

529.253.0 

135f.3., . 

529.1044a. 

I35f.4 . 

529.1044b. 

135f.5 . 

529.360. 

ISSg.l . 

556.1. 

135g.2 . 

556.90. 

185g.3 . 

556.320. 

135(?.4 . 

556.70 

135g.5 . 

556.570. 

135g.6 . 

556.480 

135g.7 . 

556.770. 

135B.8 . 

556.150. 

135.K9 . 

556.50. 

135g.l0 . 

.556.330. 

135g.ll . 

556.610. 

135g.l2 . 

556.510. 

135g.l3 . 

556.460. 

13Sg.l4 . 

556.500. 

135g.l5 . 

556.740. 

135g.l7 . 

556.470. 

135K.18 . 

556.200. 

135(?.20 . 

556.280. 

135K.21 . 

.556.450. 

135({.22 . 

5.56.260. 

135K.-23 . 

556.130. 

135jt.24 . 

556.600. 

133R.2.5 . 

.556.430. 

135g.26 . 

.556.190. 

135g.27 . 

556.670. 
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185*.28 . 

556.540. 

18ig.29 . 

556.710. 

185f.l0 . 

556,240. 

186g.81 . 

566.140. 

185842 . 

556.590. 

1858.38 . 

556.60. 

185g.84 . 

556.280. 

185g.85 . 

556.650. 

1358.86 . 

556.290. 

1358.87 . 

556.520. 

1358.88 . 

556.250. 

1858.89 . 

556.780. 

1358.40 . 

556.580. 

1858.41..:... 

556.890. 

1858.42 . 

556.550. 

1358.48 . 

556.340. 

1858.44 . 

556.210. 

1858.45 . 

556.220. 

1858.47 . 

566.120. 

185g.48 . 

556.270. 

1358.49 . 

556J70. 

1358.52 . 

556.625. 

1358.53 . 

556.706. 

185g.54 . 

556.110. 

1858.55 . 

556.660. 

1858.56 . 

556.880. 

1358.57 . 

556.640. 

1358.58 . 

556.700. 

1358.59 . 

556.680. 

iS'is.eo . 

556X0. 

1358.61 . 

.S56.410. 

1358.62 . 

.556.160. 

1358.68 . 

556.350. 

135i[.64 . 

556.760. 

1358.65 . 

556.860. 

1358.67 . 

556.400. 

1358.68 . 

556.420. 

1358.69 . 

556.310. 

1358.70 . 

556.176. 

185g.71 . 

5,56.20. 

1858.72 . 

556.720. 

1858.78 . 

556.690. 

1358.75 . 

556.180. 

1358.76 . 

556.490. 

1358-77 . 

556.680. 

1358.79 . 

,■>56.440. 

1358.80 . 

5,56X00. 

1858.81 . 

556.100. 

1368X2 . 

556.560. 

1858.88 . 

556.40. 

1858.84 . 

556.880. 

1358.85 . 

.556.580. 

1868.89 . 

556.750. 

14U.8 . 

.540.880e(b). 

1418.9 . 

540.178b(b). 

1418.19 . 

540.281b(b). 

1418.21 . 

540.1808(b). 

1418.22 . 

536.500. 

1418.28 . 

.540.2818(b). 

1418.27 . 

540.274c(b). 

1418.29 . 

540.2748(b). 

1418.38 . 

540.1748(b). 

1418.35 . 

585.501. 

1418.86 . 

586X02. 

141847 . 

,586.506. 

1418.38 . 

540.274e(b). 

1418.89 . 

540.250(b). 

1418.42 . 

.586.504. 

1418.46 . 

540.274<l(b). 

1418.49 . 

,586.505. 

1418.54 . 

540.25S8(b). 

1418.60 . 

54C.274((b). 

1418.62 . 

540.25Sc(b). 

1418.68 . 

586.506. 

1418.67 . 

586.507. 

1418.71 . 

54ai74b(b). 

1418.74 . 

540.2e0(b). 

1418.82 . 

S40.1788(b). 

1418.86 . 

586.508. 

1418.89 . 

.  540X80l>(b). 

1418.90 . 

540.881(b). 

1418.98 . 

.  540X74c(b). 

1418.96 . 

.  586.500. 

1418.97 . 

.  .586X10. 

1418.96 . 

.  .586.511. 

1418.108 . 

.  540X74b(b). 

1418.109 _ 

586.512. 

141b.l07 . 

.544.373a(b). 

141b.l09 . 

.  544.1788(b). 

141b.lll . 

.  544.274(b). 

141b.ll8 . 

.  544.173b(b). 

141b.ll5 _ 

.  S44.478(b). 

141b.ll6 . 

.  544.178p(b). 

141b.ll7 _ 

.  586.518. 

141b.ll8 _ 

.  .544.211b(b). 

141b.ll9 . 

.  S39.170b. 

141b.l20 _ 

.  544.173d(b). 

141b.l22 _ 

.  544.2n8(b). 

Old  section 

New  section 

141b.l24..,.. 

544.170b(b). 

141b.l26 . 

544.370b(b). 

141b.l28 . 

544.178c(b). 

141b.l29 . 

.  544X73c(b). 

141b.l82 . 

544.973b<b). 

141b.l34 . 

536.514. 

141b.l38 . 

536.515. 

141C.204 . 

.  546.180a(b). 

I41C.205 . 

.  546.110c(b). 

141C.207 . 

.  546.110d(b). 

141C.217 . 

.  .546.180e(b). 

141C.219 . 

.  546.1  l(l8(b). 

141C.228 . 

.  536.516. 

141C.228 . 

,  546.110f(b). 

14ic.237 _ 

.  .546.312a(b). 

141C.241 . 

.  546.110b(b). 

141C.256 _ 

.  546.110K(b). 

141C.264 . 

.  539.210d. 

141C.266 . 

.  546.1138(b). 

141C.267 . 

.  539.210b. 

141c .268 _ 

.  586.517. 

141d.303 _ 

.  .556.810c(b). 

141e..403 _ 

.  548.212(b). 

141e.416 _ 

.  539.310b. 

141e.417 _ 

.  .548.112d(b). 

141C.422 _ 

.  548.310b. 

141e.423 _ 

.  548.1128(b). 

141e.425 _ 

.  548.110(b). 

141e.426 _ 

.  548.112b(b). 

141e.427 _ 

.  548.113(b). 

Ulc.428 _ 

.  548.112c(b). 

141e.429 _ 

.  536.518. 

141r.431 _ 

.  548.111(b). 

144.11 . 

.  510.505. 

144.25 . 

.  510.510. 

144.26 . 

.  510X15. 

146.2 . 

.  514X0. 

146.8 . 

.  514X1. 

146.4 . 

.  514.150. 

146.5 . 

.  510X50. 

146.6 . 

.  514.155. 

146X . 

.  514.60. 

146.9 . 

.  514.160. 

146.13 . 

.  514.55. 

146.15 . 

.  514.210. 

146.16 . 

.  514.10. 

1468.24 . 

.  540.280(a). 

1468.26 . 

.  540.  .380a(a). 

1468.27 . 

.  540.173b(a). 

1468.28 . 

.  540.181a. 

1468.34 . 

.  540.153(a). 

146a  X9 . 

.  540.174c(a). 

1468.41 . 

.  540.2818(a). 

1468.43 . 

.  540.253. 

1468.45 . 

.  540.274c(a). 

146a.47 . 

.  540.274a(a). 

1468.49 . 

.  540.163(8). 

1468.51 . 

.  540.174a(a). 

1468.53 . 

.  540.180a(a). 

1468.57 . 

.  540.274e(8). 

1468.58 . 

.  540.250(8). 

1468.61 . 

.  530.73. 

1468.62 . 

.  640.874c(a). 

1468.65 . 

.  540.2658. 

1468.66 . 

.  540.265b(a). 

1468.67 . 

.  540.274d(a). 

1468.69 . 

.  540.155(8). 

1468.75 . 

.  540.261. 

1468.77 . 

.  540.2.'S58(a). 

146a.80 . 

.  540.259. 

1468.84 . 

.  540.274f(a). 

1468.86 . 

.  540.2S5c(a). 

1468.88 . 

.  540.180b. 

1468.93 . 

.  540.174b(a). 

1468.95 . 

.  540.160(8). 

1468.96 . 

.  540.260(a). 

1468.98 . 

.  540.166(a). 

1468.100.... 

.  540.255b. 

1468.104.... 

.  540.173a(a). 

1468.111.... 

.  540.380b(a). 

1468.112 _ 

.  540.881(a). 

1468.128... 

.  S40.874b(a). 

1468.129 _ 

.  540.874(. 

146b.l01.... 

.  589.170c. 

146b.l02.... 

.  544.873a(a). 

146b.l04.... 

.  544.173a(a). 

146b.l06.... 

.  544X708. 

146b.l06.... 

.  544.274(8). 

146b.l07.... 

.  544.170a. 

146b.l06.... 

.  544.173b(a). 

146b.ll0.... 

.  544.473(a) 

146b.lll _ 

.  544.173e(8). 

146b.ll3.... 

.  544.211b(B). 

146b.ll4 _ 

.  539.170a. 

146b.ll5.... 

.  544.173d(a). 

146b.ll7.... 

.  544.21 la(a). 

146b.ll9.... 

.  544.170b(8). 

146b.l21.... 

.  ,544.370b(a). 

146b.l23.... 

.  544.173c(a). 

146b.l24.... 

.  544.373b(a). 

146b.l27.... 

.  544.973b(a). 

Old  section  Nev  section 

146C.204 .  54«.180a(a). 

14«c.205 . 546.U0c(a). 

146C.206 .  546.312b(a). 

H«c.X7 .  546.110d(a). 

146C.208 . M6.481(a). 

146C.212 .  546.718(a). 

146C.217 .  546.180c(a). 

146C.219 .  546.U0a(a). 

146C.222 .  546.18W(a). 

146C.228 .  54e.ll0f(a). 

146C.237 .  546.312a(a). 

146C.241 .  546.n0b(a). 

146C.244  .  546.881a(a). 

146C.246 .  546.38lb(a). 

146C.256 . .546.n0g(a). 

146C.264  .  539.210c. 

146C.265  .  546.113a(a). 

146C.267 . S3».210a. 

146d.303 .  555.310u(a). 

146d.304  .  555.310a. 

146d.308 .  555.310b  and 

555.410. 

1460.401 . .589.310c. 

146e.4ff2 .  548.313b. 

146e.403 .  548.212(a). 

146e.40e .  548.310a(a). 

146e.416  .  539.310a. 

146C.417  .  548.112d(a). 

146C.423  .  548.112a(a). 

146e.425  .  548.110(a). 

146e.426  .  548.112b(a). 


Old  section 

New  HCtion 

146e.427 _ 

.  548.113(a). 

146e.428 _ 

.  548.112c(8). 

146e.430 _ 

.  548.313a. 

146e.431.... 

.  548.111(8). 

148.2 . 

.  510.45. 

148.3 . 

.  516.55. 

148.5 . 

..  510.106. 

149a.l4 . 

.  540.119. 

149b.l7 . 

.  540.107b. 

149b.l9 . 

..  540.207. 

149b.21 . 

.  540.107d. 

149b.23 . 

..  540.107e. 

149b.24 . 

..  540.105. 

149b.26 . 

..  540.1078. 

149b.27 . 

.  540.207a. 

149b.28 . 

..  540.107c. 

149C.6 . 

..  540.129b. 

149C.7 . . 

..  540.129s. 

149C.8 . 

..  540.129c. 

149C.10 . 

..  540.82'.l. 

1491.1 . 

..  540114a. 

1491.2 . , 

..  540.114. 

149l.ll....: 

..  S40.814a. 

1491.12 . 

..  540.814. 

151C.12 _ 

..  555.110b. 

151C.14 _ 

..  555.310g. 

151C.16 _ 

..  555.310e. 

1.51c.  18 . 

..  555.310d. 

151C.19 . 

..  555,210. 

151C.20 . 

..  555.110c. 

151C.21 . 

..  553.110a. 

The  changes  being  made  are  nonsub¬ 
stantive  in  nature  and  for  this  reason 
notice  and  public  procedure  are  not  pre¬ 
requisites  to  this  promulgation.  For  the 
convenience  of  the  user,  the  entire  text  of 
Parts  500  through  558  are  set  out  below. 
Dated;  March  21,  1975. 

Sam  D.  Fine, 

Associate  Commissioner 

for  Compliance. 

Therefore  21  CFR  Is  amended  by  rede¬ 
signating  the  animal  drug  regulations 
and  the  animal  drug  provisions  in  regula¬ 
tions  under  Part  3  of  Subchapter  A  and 
Parts  130,  131,  135  through  135g  and 
Parts  141a  through  151c  of  Subchapter 
C — ^Drugs  as  Parts  500  through  558  of 
Subchapter  E — Animal  Drugs,  Feeds,  and 
Related  Products,  and  republished  to 
read  as  follows: 

Part 

500  General 

505  Interpretive  Statements  Re:  Warnings 
on  Animal  Drugs  for  Over-tbe-Coim- 
ter  Sale 

510  New  Animal  Drugs 

511  New  Animal  Drugs  for  Investigational 

Use 

514  New  Animal  Drtig  Applications 
520  Oral  Dosage  Form  New  Animal  Drugs 
Not  Subject  to  Certification 
522  Implantation  or  Injectable  Dosage  Form 
New  Animal  Drugs  Not  Subject  to 
Certification 

524  Ophthalmic  and  Topical  Dosage  Form 
New  Animal  Drugs  Not  Subject  to 
Certification 

529  Certain  Other  Dosage  Form  New  Animal 
Drugs  Not  Subject  to  Certification 
536  Tests  for  Specific  Antibiotic  Dosage 
Forms 

539  Bulk  Antibiotic  Drugs  Subject  to  Cer¬ 

tification 

540  Penicillin  Antibiotic  Drugs  for  Animal 

Use 

544  Certifiable  Ollgoeaccharlde  Antibiotic 
Drugs  for  Animal  Use 

546  Tetracycline  Antibiotic  Drugs  for  Ani¬ 
mal  Use 

548  Certifiable  Peptide  Antibiotic  Drugs  for 
Animal  Use 
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Part 

555  Chloramphenicol  Drugs  for  Animal  Use 

556  Tolerances  for  Residues  of  New  Animal 

Drugs  in  Food 

558  New  Animal  Drugs  for  Use  in  Animal 
Feeds 

PART  500— GENERAL 

Subparl  A— {Reserved] 

Subpart  B — Specific  Administrative  Rulings  and 
Decisions 

Sec. 

500.25  Anthelmintic  drugs  for  use  in 
animals. 

500.35  Animal  feeds  contamlnaited  with 
Salmonella  microorganisms. 

500.40  Use  of  poultry  litter  as  animal  feed. 
500.45  Use  of  polychlorinated  biphenyls 
(PCB’s)  in  the  production,  han¬ 
dling,  and  storage  of  animal  feed. 
Subpart  C — Animal  Drug  Labeling  Requirements 
500.52  Use  of  terms  such  as  “tonic,"  “tone,” 
“toner,”  or  "conditioner”  In  the 
labeling  of  preparations  Intended 
for  use  In  or  on  animals. 

500.55  Exemption  from  certain  drug-label¬ 
ing  requirements. 

Subpart  D — Requirements  for  Specific  Animal 
Drugs 

500.65  Elplnephrlne  injection  1:1,000  In  10- 
mlllillter  containers  for  emergency 
treatment  of  anaphylactoid  shock 
In  cattle,  horses,  sheep,  and  swine. 

AoTHoaiTT:  Secs.  512,  701(a),  52  Stat. 
1065;  82  Stot.  343-351  (21  U.S.C.  360b, 

371(a)). 

Subpart  A — [Reserved] 

Subpart  B — Specific  Administrative 
Rulings  and  Decisions 
§  500.25  Anthelmintic  drugs  for  use  in 
animals. 

(a)  The  Commissioner  of  Food  and 
Drugs  has  determined  that,  in  order  to 
assure  that  anthelmintic  drugs,  includ¬ 
ing  animal  feeds  bearing  or  containing 
such  drugs,  which  do  not  carry  the  pre¬ 
scription  statement  are  labeled  to  pro¬ 
vide  adequate  directions  for  their  effec¬ 
tive  use,  labeling  of  these  anthelmintic 
drugs  shall  bear,  in  addition  to  other 
required  information,  a  statement  that  a 
veterinarian  should  be  consulted  lor  as¬ 
sistance  in  the  diagnosis,  treatment,  and 
control  of  parasitism. 

(b)  The  label  and  any  labeling  fur¬ 
nishing  or  purporting  to  furnish  direc¬ 
tions  .for  use,  shall  bear  conspicuously 
the  following  statement:  “Consult  your 
veterinarian  for  assistance  in  the  diag¬ 
nosis,  treatment,  and  control  of  parasit¬ 
ism." 

(c)  For  drugs  covered  by  approved 
new  animal  drug  applications,  the  label¬ 
ing  revisions  required  for  compliance 
with  this  section  may  be  placed  into 
effect  without  prior  approval  as  provided 
for  in  §  514.8  (d)  and  (e)  of  this  chapter. 
For  animal  feeds  bearing  or  containing 
anthelmintic  drugs  covered  by  approved 
applications,  the  labeling  revisions  re¬ 
quired  for  compliance  with  this  section 
may  be  placed  into  effect  without  the 
submission  of  supplemental  applications 
as  provided  for  in  §  514.9  of  this  chapter. 
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<d)  Labeling  revisions  required  for 
compliance  with  this  section  shall  be 
placed  into  effect  by  February  25,  1975, 
following  which,  any  such  drugs  that  are 
introduced  into  interstate  commerce  and 
not  in  compliance  with  this  section  will 
be  subject  to  regulatory  proceedings. 

§  500.3S  Animal  feeds  contaminated 
with  Salmonella  microorganisms. 

(a)  Investigations  by  the  Food  and 
Drug  Administration,  the  Center  for 
Disease  Control  of  the  UJ3.  Public  Health 
Service,  the  Animal  Health  Division  of 
the  AgkculturiU  Research  Service,  UJS. 
Department  of  Agriculture,  and  by  vari* 
ous  State  public  health  agencies  have  re¬ 
vealed  that  processed  fish  meal,  poultry 
meal,  meat  meal,  tankage,  and  other  ani¬ 
mal  byproducts  intended  for  use  in  ani¬ 
mal  fi^  may  be  contaminated  with 
Salmonella  bacteria,  an  organism  patho¬ 
genic  to  man  and  animals.  Contamina¬ 
tion  of  these  products  my  occur  through 
Inadequate  heat  treatment  of  the  prod¬ 
uct  during  its  processing  or  through  re- 
contamination  of  the  heat-treated  prod¬ 
uct  during  a  time  of  improper  storage  or 
handling  subsequent  to  processing. 

(b)  Articles  used  in  food  for  animals 
are  included  within  the  definition  of 
“food”  in  section  201(f)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act.  Further, 
Salmonella  contamination  of  such  ani¬ 
mal  feeds  having  the  potentiality  for  pro¬ 
ducing  infection  and  disease  in  animals 
must  be  regarded  as  an  adulterant  within 
the  meaning  of  section  402(a)  of  the  act. 
Therefore,  the  Food  and  Drug  Adminis¬ 
tration  will  regard  as  adulterated  within 
the  meaning  of  section  402(a)  of  the  act 
shiimients  of  the  following  when  in¬ 
tended  for  animal  feed  and  encountered 
in  interstate  commerce  and  foimd  upon 
examination  to  be  contaminated  with 
Salmonella  microorganisms:  Bone  meal, 
blood  meal,  crab  meal,  feattier  meal,  fish 
meal,  fhdi  solubles,  meat  scraps,  poultry 
meat  meal,  tankage,  or  other  similar  ani¬ 
mal  birproducts.  or  blended  mixtures  of 
these. 

§  500.40  Use  of  poultry  litter  as  animal 
feed. 

(a)  Poultry  rations  used  today  generals 
ly  contain  dh^s  used  individually  or  in 
combination.  The  levels  of  drug  use  vary 
from  very  small  quantities  of  antibiotic 
drugs  for  growth  promotion  to  relatively 
large  quantities  of  drugs  for  treatment 
of  diseases.  Consequently,  poultry  litter 
can  be  expected  to  contain  drugs  and 
antibiotic  drugs  or  their  metabolites.  It  *s 
not  practical  to  determine,  or  feasible  to 
estimate,  the  nature  and  levels  of  the 
drugs  and  their  metabolites  in  litter. 
Therefore,  it  is  not  possible  to  conclude 
that  poultry  litter  is  safe  as  a  feed  or  as  a 
cmnponent  of  feed  for  animals,  nor  is  it 
possible  to  conclude  that  there  will  be  no 
drug  residues  in  the  tissues  and  byprod¬ 
ucts  animals  fed  poultry  litter. 

(b)  Disease  organisms  may  be  trans¬ 
mitted  from  poultry  to  other  animals 
through  the  use  of  poultry  litter  as  ani¬ 
mal  feed.  There  are  several  diseases  af¬ 
fecting  poultry  that  can  also  affect  cattle, 
hogs,  and  sheep  as  well  as  man.  Thus 


such  transmission  of  disease  organisms 
from  poultry  to  other  animals  and  pos¬ 
sibly  to  man  constitutes  a  hazard  to  ani¬ 
mals  and  to  the  public  health. 

(c)  Therefore,  the  Food  and  Drug  Ad¬ 
ministration  has  not  sanctioned  and  does 
not  sanction  the  use  of  poultry  litter  as 
a  feed  or  as  a  component  of  feed  for  ani¬ 
mals.  Poultry  litter  subject  to  the  Juris¬ 
diction  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  and  offered  for  use  as  ani¬ 
mal  feed  may  be  considered  as  adulter¬ 
ated  within  the  meaning  of  section  402 
(a)  (1),  (2)  (C).  and/or  (3)  of  the  act. 

§  500.45  Use  of  polychlorinated  bi¬ 
phenyls  (PCB's)  in  the  production, 
handling,  and  storage  of  animal 
feed. 

(a)  Polychlorinated  biphenyls  (PCB’s) 
represent  a  class  of  toxic  industrial 
chemicals  manufactured  and  sold  under 
a  variety  of  trade  names,  including:  Aro- 
clor  (United  States);  Phenoclor 
(Prance) ;  Colphen  (Germany) ;  and 
Kanaclor  (Japan).  PCB’s  are  highly 
stable,  heat  resistant,  and  nonflammable 
chemicals.  Industrial  uses  of  PCB’s  in¬ 
clude,  or  did  include  in  the  past,  their 
use  as  electrical  transformer  and  capaci¬ 
tor  fluids,  heat  transfer  fluids,  hydraulic 
fluids,  plasticizers,  and  in  formulations  of 
lubricants,  coatings,  and  inks.’  'Their 
unique  physical  and  chemical  properties 
and  widespread,  uncontrolled  industrial 
applications  have  caused  PCTB’s  to  be  a 
persistent  and  ubiquitous  contaminant 
in  the  environment,  causing  the  contam¬ 
ination  of  certain  foods.  In  addition,  in¬ 
cidents  have  occurred  in  which  PCB’s 
have  directly  contaminated  animal  feeds 
as  a  result  of  industrial  accidents  (leak¬ 
age  or  spillage  of  PCS  fluids  from  plant 
equipment) .  These  accidents  in  turn 
cause  the  contamination  of  food  intended 
for  human  consumption,  (meat.  milk, 
and  eggs).  Investigations  by  the  Food 
and  Drug  Administration  have  revealed 
that  heat  exchange  fluids  for  certain 
pasteurization  equipment  used  in  proc¬ 
essing  animal  feed  contain  PCS’s.  Al¬ 
though  heat  exchange  fluids  in  such 
equipment  are  considered  to  be  in  “closed 
systems”,  leakage  has  occurred  that  re¬ 
sulted  in  direct  contamination  of  animal 
feed  with  PCB’s  and  subsequently  re¬ 
sulted  in  the  transfer  of  PCB’s  to  human 
food  produced  by  animals  consiuning  the 
contaminated  feed.  'The  use  of  PCB-con- 
taining  coatings  on  the  inner  walls  of 
silos  has  resulted  in  the  contamination  of 
silage  which  has  in  turn  caused  PCB 
residues  in  the  milk  of  dairy  cows  con¬ 
suming  the  contaminated  silage.  Since 
PCB’s  are  toxic  chemicals,  the  PCB  con¬ 
tamination  of  food  as  a  result  of  these 
and  other  incidents  represent  a  hazard 
to  public  health.  It  is  therefore  necessary 
to  place  certain  restrictions  on  the  indus¬ 
trial  uses  of  PCB’s  in  the  production, 
handling,  and  storage  of  animal  feed. 

(b)  The  following  special  provisions 
are  necessary  to  preclude  accidental  PCB 
contamination  of  animal  feed: 

(1)  Coatings  or  paints  for  use  on  the 
contact  surfaces  of  feed  storage  areas 
may  not  contain  PCB’s  or  any  other 


harmful  or  deleterious  substances  likely 
to  contaminate  feed. 

(2)  New  equipment  or  machinery  for 
handling  or  processing  feed  in  or  around 
an  establishment  producing  animal  feed 
shall  not  contain  PCB’s. 

(3)  On  or  before  Sept.  4,  1973,  the 
management  of  establishments  produc¬ 
ing  animal  feed  shall : 

(i)  Have  the  heat  exchange  fluid  used 
in  existing  equipment  or  machinery  for 
handling  and  processing  feed  sampled 
and  tested  to  determine  whether  it  con¬ 
tains  PCB’s,  or  verify  the  absence  of 
PlTB’s  in  such  formulations  by  other 
appropriate  means.  On  or  before  Sept.  4, 
1973,  any  such  fluid  formulated  with 
PCB’s  must  to  the  fullest  extent  pos¬ 
sible  commensurate  with  current  good 
manufacturing  practices,  be  replaced 
with  a  heat  exchange  fluid  that  does  not 
contain  PCB’s. 

(ii)  Eliminate  to  the  fullest  extent 
possible  commensurate  with  current 
good  manufacturing  practices  from  the 
animal  feed  producing  establishment 
any  PCB-containing  lubricants  for 
equipment  or  machinery  used  for  han- 

•dling  or  processing  animal  feed. 

(iii)  Eliminate  to  the  fullest  extent 
possible  commensurate  with  current 
good  manufacturing  practices  from  the 
animal  feed  producing  establishment 
any  other  PCB-containing  materials, 
whenever  there  is  a  resusonable  expecta¬ 
tion  that  such  materials  coiild  cause  sini- 
mal  feed  to  become  contaminated  with 
PCB’s  either  as  a  result  of  normal  use 
or  as  a  result  of  accident,  breakage,  or 
other  mishap. 

(iv)  The  toxicity  and  other  charac¬ 
teristics  of  fluids  selected  as  PCB  re¬ 
placements  must  be  adequately  deter¬ 
mined  so  that  the  least  potentially  haz¬ 
ardous  replacement  should  be  used.  In 
making  this  determination  with  respect 
to  a  given  fluid,  consideration  should  be 
given  to  (a)  its  toxicity;  (b)  the  maxi¬ 
mum  quantity  that  could  be  spilled  onto 
a  giv«i  quantity  of  food  before  it  would 
be  noticed,  taking  into  account  its  color 
and  odor;  (c)  possible  signaling  devices 
in  the  equipment  to  indicate  a  loss  of 
fluid,  etc.;  (d)  and  its  environmental 
stability  and  tendency  to  survive  and  be 
concentrated  through  the  food  chain. 
The  Judgment  as  to  whether  a  replace¬ 
ment  fluid  is  sufficiently  non-hazardous 
is  to  be  made  on  an  individual  installa¬ 
tion  and  operation  basis. 

(c)  For  the  purpose  of  this  section,  the 
provisions  do  not  apply  to  electrical 
transformers  and  condensers  containing 
PCB’s  in  sealed  containers. 

(d)  For  the  purpose  of  this  section,  the 
term  “animal  feed”  includes  all  articles 
used  for  food  or  drink  for  animals  other 
than  man. 

Subpart  C — Animal  Drug  Labeling 
Requirements 

§  500.52  U.ne  of  such  as  “Ionic”, 

“lone”,  “loner”  or  “condilioner”  in 
ihe  labeling  of  preparalions  inlended 
for  use  in  or  on  animals. 

(a)  The  use  of  terms  such  as  “tonic”, 
"tone”,  “toner”,  and  similar  terms  in  the 
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labeling  of  a  product  intended  for  use  in 
or  on  animals  implies  that  such  product 
is  capable  of  a  therapeutic  eifect(s)  and 
causes  such  a  product  to  be  a  drug  within 
the  meaning  of  section  201(g)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 
The  unqualified  use  of  such  terms  in  a 
product’s  labeling  fails  to  provide  ade¬ 
quate  directions  and  indications  for  use 
of  such  product  and  causes  it  to  be  mis¬ 
branded  within  the  meaning  of  section 
502(a)  and  (f)  (1)  of  the  act.  The  terms 
“tonic”,  “tone”,  “toner”,  and  similar 
terms  may  be  used  in  labeling  only  when 
appropriately  qualified  so  as  to  fully 
inform  the  user  regarding  the  intended 
use(s)  of  the  product. 

(b)  The  unqualified  use  of  the  term 
“conditioner”  and  similar  terms  in  the 
labeling  of  a  product  intended  for  use  in 
or  on  animals  implies  that  such  product 
is  capable  of  a  therapeutic  effect (s)  and 
causes  such  a  product  to  be  a  drug  within 
the  meaning  of  section  201(g)  of 
the  act.  The  unqualified  use  of  such 
terms  in  a  product’s  labeling  fails  to 
provide  adequate  directions  and  indica¬ 
tions  for  use  of  such  product  and  causes 
it  to  be  misbranded  within  the  meaning 
of  section  502(a)  and  (f)(1)  of  the  act. 
'The  term  “conditioner”  and  similar 
terms  may  be  used  in  labeling  only  when 
appropriately  qualified  so  as  to  fully  in¬ 
form  the  user  regarding  the  intended 
use(s)  of  the  product.  A  product  labeled 
as  a  “conditioner”  or  with  a  similar  term 
can  be  either  a  food  or  drug  depending 
upon  the  manner  in  which  the  term  is 
qualified  in  the  labeling  to  reflect  the 
product’s  intended  use. 

(c)  An  article  so  qualified  as  to  be 
represented  as  a  drug  must  .be  the  sub¬ 
ject  of  an  approved  new  animal  drug 
application  unless  the  use  of  the  article 
under  the  conditions  set  forth  in  its 
labeling  is  generally  recognized  as  safe 
and  effective  among  experts  qualified  by 
scientific  training  and  experience  to 
evaluate  the  safety  and  effectiveness  of 
animal  drugs. 

§  500.55  Exemption  from  certain  drug- 
labeling  requirements. 

(a)  Section  201.105(c)  of  this  chap¬ 
ter  provides  that  in  the  case  of  certain 
drugs  for  which  directions,  hazards, 
warnings,  and  use  information  are  com¬ 
monly  known  to  practitioners  licensed 
by  law,  such  information  may  be  omitted 
from  the  dispensing  package.  Under  this 
proviso,  the  Commissioner  of  Food  and 
Drugs  will  offer  an  opinion,  upon  written 
request,  stating  reasonable  grounds 
therefor  on  a  proposal  to  omit  such  In¬ 
formation  from  the  dispensing  package. 

(b)  ’Hie  Commissioner  of  Food  and 
Drugs  has  considered  submitted  material 
covering  a  number  of  drug  products  and 
has  offered  the  opinion  that  the  follow¬ 
ing  drugs  when  intended  for  those 
veterinary  uses  for  which  they  are  now 
generally  employed  by  the  veterinary 
medical  profession,  should  be  exempt 
from  the  requirements  of  §  201.105(c) 
of  this  chapter,  provided  that  they  meet 
the  conditions  prescribed  in  this  para¬ 
graph.  Preparations  that  are  not  in  dos¬ 
age  unit  form  (for  example,  solutions) 


will  be  regarded  as  meeting  the  cmdl- 
ti(ms  with  respect  to  the  maximum 
quantity  of  drug  per  dosage  unit  if  they 
are  prepared  In  a  manner  that  enables 
accurate  and  ready  administration  of  a 
quantity  of  drug  not  in  excess  of  the 
stated  maximum  per  dosage  unit: 
Atropine  sulfate.  As  an  injectable  for 
cattle,  goats,  horses,  pigs,  and  sheep, 
not  in  excess  of  15  milligrams  per  dos¬ 
age  unit;  as  an  Injectable  for  cats  and 
dogs,  not  in  excess  of  0.6  milligram  per 
dosage  unit 

Barbital  sodium.  For  oral  use  in  cats  and 
dogs,  not  in  excess  of  300  milligrams 
per  dosage  unit 

Eptnephrine  infection,  1  : 1,000.  For  cats, 
dogs,  cattle,  goats,  horses,  pigs,  and 
sheep  (except  as  provided  in  §  500.65). 
Morphine  sulfate.  As  an  injectable  for 
dogs,  not  in  excess  of  15  milligrams  per 
dosage  unit 

Pentobarbital  sodium.  For  oral  use  in 
cats,  and  dogs,  not  in  excess  of  100 
milligrams  per  dosage  unit. 
Phenobarbital  sodium.  For  oral  use  in 
cats  and  dogs,  not  in  excess  of  100 
milligrams  per  dosage  unit. 

Procaine  hydrochloride  infection.  Con¬ 
taining  not  in  excess  of  2  percent  pro¬ 
caine  hydrochloride,  with  or  without 
epinephrine  up  to  a  concentration  of 
1:50,000.  For  use  in  cats,  dogs,  cattle, 
goats,  horses,  pigs,  and  sheep. 

Thyroid.  For  orsd  use  in  dogs,  not  in  ex¬ 
cess  of  60  milligrams  per  dosage  unit. 

Subpart  D — Requirements  for  Specific 
Animal  Drugs 

§500.65  Epinephrine  injection  1:1,- 
000  in  10-miIlUiter  containers  for 
emergency  treatment  of  anaphylac¬ 
toid  shock  in  cattle,  horses,  sheep, 
and  swine. 

(a)  Anaphylactoid  reactions  in  cattle, 
horses,  sheep,  and  swine  occur  occasion¬ 
ally  from  the  injection  of  antibiotics, 
bacterins,  and  vaccines.  Adequate  direc¬ 
tions  for  use  of  these  antibiotics,  bac¬ 
terins,  and  vaccines  can  generally  be 
written  for  use  by  the  laity  and  thus  are 
available  to  livestock  producers.  Epi- 
neidirlne  injection  is  effective  for  the 
treatment  of  anaphylactoid  reactions  in 
animals  and  would  be  of  value  in  saving 
lives  of  animals  if  it  were  readily  avail¬ 
able  at  the  time  of  administration  of  the 
causative  agents.  In  connection  with  this 
problem  the  Food  and  Drug  Administra¬ 
tion  has  obtained  the  views  of  the  Advi¬ 
sory  Committee  on  Veterinary  Medicine, 
and  other  experts,  and  has  concluded 
that  adequate  directions  for  over-the- 
counter  sale  of  epinephrine  injection 
1:1,000  can  be  prepared. 

(b)  In  view  of  the  above,  the  Com¬ 
missioner  of  Food  and  Drugs  has  con¬ 
cluded  that  it  is  in  the  public  interest  to 
make  epinephrine  injection  1:1,000 
available  for  sale  without  a  prescription 
provided  that  it  is  packaged  in  vials  not 
exceeding  10  milliliters  and  its  label 
bears,  in  addition  to  other  required  in¬ 
formation,  the  following  statements  in 
a  prominent  and  conspicuous  manner: 
“For  emergency  use  only  in  treating 
anaphylactoid  shock.  Usual  Dosage:  Cat¬ 


tle,  horses,  sheep,  and  swine — 1  cubic 
centimeter  per  100  poimds  of  body 
weight.  Inject  subcutaneously”. 

(c)  The  labeling  miist  also  bear  a  de¬ 
scription  of  the  symptoms  of  anapl^lac- 
toid  shock  including  glassy  eyes, 
increased  salivation,  grinding  of  the 
teeth,  rapid  breathing,  muscular  tremors, 
staggering  gait,  and  collapse  with  death 
following.  Tliese  symptoms  may  appear 
shortly  after  injection  of  a  bacterin, 
vaccine,  or  antibiotic. 


PART  505— INTERPRETIVE  STATEMENTS 
RE:  WARNINGS  ON  ANIMAL  DRUGS 
FOR  OVER-THE-COUNTER  SALE 

Subpart  A— Daflnitiont  and  Intarpratations 
Sec. 

505.3  Warnings  on  animal  drugs  Intended 
for  administration  to  diseased  ani¬ 
mals. 

Subpart  B — Required  Warning  and  Caution 
Statements 

605.10  Animal  drug  warning  and  caution 
statements  required  by  regula¬ 
tions. 

Subpart  C — Voluntary  Warning  and  Caution 
Statemerrts 

505.20  Recommended  animal  drug  warning 
and  caution  statements. 

Authority:  Secs.  502  ,  503,  506  ,  507,  701, 
52  Stat.  1050,  as  amended,  1052,  as  amended, 
1055-1056,  as  amended,  52  Stat.  854;  55  Stat. 
851;  59  Stat.  463,  as  amended  (21  UJ3.C.  352, 
353,356,  357,371). 

Subpart  A — Definitions  and  Interpretations 

§  50S.3  Warnings  on  animal  drugs  in¬ 
tended  for  administration  to  diseased 
animals. 

None  of  the  warning  or  caution  state¬ 
ments  recommended  for  use  in  the  liUiel- 
ing  of  drugs  intended  for  adminlstratitm 
to  diseased  animals  shall  be  construed 
to  suggest  or  imply  that  any  product  of 
a  diseased  aninial  is  suitable  for  food 
use.  (See  section  402(a)(5)  of  the  act.) 

Subpart  B — Required  Warning  and  Caution 
Statements 

§  505.10  Animal  drug  warning  and  cau¬ 
tion  statements  required  by  regula¬ 
tions.  * 

ANIMAL  PEED  CONTAININO  PENI¬ 
CILLIN,  STREPTOMYCIN,  DIHYDRO- 
STREPTOMYCIN,  CHLORTETRACY- 
CLINE,  TETRACYCLINE,  CHLORAM¬ 
PHENICOL.  OR  BACITRACIN.  WITH 
OTHER  DRUGS.  (See  §  510.515  of  this 
chapter.) 

A  warning  to  the  following  effect  Is 
required  when  animal  feeds  containing 
any  of  the  above-named  antibiotics  also 
contain  the  following  drugs: 

Arsanilic  acid,  sodium  arsanilate,  or  3- 
nitro-4-hydroxyphenol  arsonic  acid  (3- 
nitro-4-hydroxyphenylarsonic  acid)  for 
poultry  and  swine.  (See  §  510.515  (a)  and 
(b)  of  this  chapter.) 

Warning — Discontinue  use  5  days  be¬ 
fore  the  treated  animals  are  slaughtered 
for  human  consumption. 

CSilortetracycline  for  leptospirosis  of 
swine.  (See  §  510.515(b)  (41)  of  this 
chapter.) 


FEDERAL  REGISTER,  VOL.  40,  NO.  60— THURSDAY,  MARCH  27,  1975 


13806 


RULES  AND  REGULATIONS 


A  warning  to  the  following  effect  la 
required  on  preparations  containing,  per 
ton  of  feed,  400  grains  of  chlortetracy- 
cline: 

Warning — Discontinue  use  10  days  be- 
for  the  treated  animals  are  slaughtered 
for  human  consumption. 

Hygromycin  B  for  swine.  (See  §  510.515 
(b>  of  this  chapter.) 

Warning — ^£)iscontinue  use  48  hours 
before  the  treated  swine  are  slaughtered 
for  human  consumption. 

Nystatin  for  turkeys.  (See  §  510.515(b) 
of  this  chapter.) 

Warning — If  used  in  la3ring  hens,  eggs 
are  to  be  used  for  hatching  purposes 
only. 

ANTIBIOTIC-CX)NTAINING  PREPA¬ 
RATIONS  FOR  VETERINARY  USE. 
(See  Parts  540,  544,  546,  548  and  555 
of  this  chapter.) 

All  drugs  containing  penicillin,  strep¬ 
tomycin,  dihydrostreptomycin,  chlor- 
tetracycline,  tetracycline,  chlorampheni¬ 
col,  or  bacitracin  or  any  of  their 
derivatives,  labeled  solely  for  veterinary 
use  and  bearing  directions  for  use  by  the 
laity,  are  required  to  bear  a  label  state¬ 
ment  to  the  effect  “For  veterinary  use 
only.” 

BACITRACIN-CONTAININQ  O I N  T- 
MENTS.  (See  Part  548  of  this  chapter.) 

All  bacitracin-containing  ointments 
are  required  to  bear  the  label  statements: 

For  use  only  in  the  prevention  of  in¬ 
fection  in  minor  cuts  and  abrasions.  Use 
of  the  drug  should  be  discontinued  and 
a  veterinarian  consulted  if  signs  of  infec¬ 
tion  or  irritation  appear. 

BACITRACIN-CONTAINING  PREPA¬ 
RATIONS  WITH  VASOCONSTRIC¬ 
TOR:  BACITRACIN  OPHTHALMIC 
(See  §  548.310a(a)  of  this  chapter.) 

Warning — ^Not  for  injection. 

BACITRACIN-  (OR  ZINC  BACITRA¬ 
CIN-)  NEOMYCIN-POLYMYXIN  POW¬ 
DER  TOPICAL.  (See  §  548.313a  of  this 
chapter.) 

This  drug  is  required  to  bear  the  label 
statement:  “Not sterile.” 

BACITRACIN-  (C»  ZINC  BACITRA¬ 
CIN-)  POLYMYXIN  OINTMENT;  BAC¬ 
ITRACIN  -  POLYMYXIN  -  NEOMY¬ 
CIN  OINTMENT.  (See  §§  448.510c(a) 
and  448.510e(a)  of  this  chapter.) 

These  drugs  are  required  to  bear  a 
label  statement  to  the  effect  “For  lise 
only  in  the  prevention  of  infection  in 
minor  cuts  and  abrasions.  Use  of  the 
drug  should  be  discontinued  and  a  vet¬ 
erinarian  consulted  if  signs  of  infection 
or  irritation  i^pear." 

If  they  are  ^  liquid  form  they  also 
bear  the  statement:  “Not  for  injection.” 

BACITRACIN  OR  FEEO  GRADE  BACI¬ 
TRACIN  POWDER  ORAL  VETERI¬ 
NARY:  BAC7ITRACIN  METHYLENE  DI- 
SALICYLATE  AND  STREPTOMYCIN 
SULFATE  CAPSULES,  POWDER,  OR 
TABLETS  ORAL  VETERINARY.  (See 
§§  548.112d(a),  548.110(a),  548J12b(a), 
548.113(a),  548.112c(a)  of  this  chapter.) 


These  drugs  are  required  to  bear  the 
label  statement:  “For  oral  veterinary  use 
only.” 

CHLORAMPHENICOL  OPHTHALMIC. 
(See  S  553.310a  of  this  chapter.) 

Warning — Not  for  injection. 

CHLORAMPHENICOL  OTIC;  CHLOR¬ 
AMPHENICOL  TOPICAL.  (See 
§  555.310e(c)  of  this  chapter.) 

Warning — ^For  external  use  only. 

CHLORTETRACYCUNE  OR  TETRA- 
(TVCLINE  -  CONTAINING  PREPARA¬ 
TIONS  FOR  VETERINARY  USE  ONLY. 
(See  Part  546  of  this  chapter.) 

All  drugs  containing  chlortetracycline 
or  tetracycline  or  their  derivatives, 
labeled  solely  for  veterinary  use  and 
bearing  directions  for  use  by  the  laity, 
are  required  to  bear  a  label  statement 
to  the  effect  “For  veterinary  use  only.” 

CHLORTETRACY<XJNE-  OR  TETRA¬ 
CYCLINE  -  CONTAINING  PREPARA¬ 
TIONS  FOR  OPHTHALMIC,  OTIC,  OR 
ORAL  USE:  CHLORTETRACYCLINE- 
OR  TETRACYCLINE  -  CONTAINING 
PREPARATIONS  WITH  VASOCON¬ 
STRICTOR.  (See  §8  546.180a (a),  546.- 
180e(a).  546.312b(a),  and  546.481(a)  of 
this  chapter.) 

Warning — Not  for  injection. 

CHLORTETRACYCINE  ORAL  VET¬ 
ERINARY  (CRUDE);  CHLORTETRA¬ 
CYCLINE  SEED.  (See  88  546.110a(a)  and 
546.110b(a)  of  this  chapter.) 

These  drugs  are  required  to  bear  the 
label  statement  “For  oral  veterinary  use 
only.” 

TETRACYCLINE  HYDROCHLORIDE 
FOR  INTRAMUSCULAR  USE.  (See 
8  446.281b (a)  of  this  chapter.) 

This  drug  is  required  to  bear  the  label 
statement  “For  intramuscular  use  only.” 

BUFFERED  (CRYSTALLINE  PENICIL¬ 
LIN.  (See  8  440.81(a)  of  this  chapter.) 

If  represented  for  use  as  a  treatment 
for  mastitis,  the  statement:  “Impor¬ 
tant — Milk  from  treated  segments  of 
udders  should  be  discarded  or  used  for 
purposes  other  than  human  consump¬ 
tion  for  at  least  72  hours  after  the  last 
treatment.” 

BUFFERED  PENICILLIN  POWDER. 
PENKXLLIN  POWDER  WITH  BUF¬ 
FERED  AQUEOUS  DILUENT;  DI- 
BENZYLAMINE  PENICILLIN  AND  PO¬ 
TASSIUM  PENICniiLIN  POWDER. 
BUFFERED;  PENICILLIN  WITH 
VASCXJONSTRICTOR.  (See  88  540.174a 
(a)  and  540.160(a)  of  this  chapter.) 

Warning — Not  for  injection. 

CRYSTALLINE  PENICILLIN-STREP¬ 
TOMYCIN-  (OR  DIHYDROSTREPTO¬ 
MYCIN-)  POLYMYXm-OXYTETRA- 
CYCLINE-CARBOMYCIN  POWDER 
VETERINARY.  (See  8  540.881(a)  of  this 
chapter.) 

These  drugs  are  required  to  bear  the 
label  statement  “For  udder  instillations 
or  cattle  only." 


DIETHYLSTILBESTROL  FOR  SHEEP. 
(See  8  510.515(b)  (38)  of  this  chapter.) 

Warning — Discontinue  use  7  days  be¬ 
fore  the  treated  animals  are  slaughtered 
for  human  consumption. 

EPHEDRINE  PENICILLIN.  TABLETS. 
(See  §  540.163(a)  of  this  chapter.) 

Warning — ^Not  for  injection  or  oral 
use. 

EPINEPHRINE  INJECTTION  1:  1000  in 
10-MILLILITER  CONTAINERS  FOR 
EMERGENCY  TREATMENT  OF  ANA¬ 
PHYLACTOID  SHCK*:  IN  CATTLE, 
HORSES,  SHEEP,  AND  SWINE.  (See 
§  500.65  of  this  chapter.) 

The  label  for  epinephrine  injection 
1  :  1000  packaged  for  over-the-counter 
sale  for  veterinary  use  must  bear  the 
following  statements  in  a  prominent  and 
conspicuous  manner:  “For  emergency 
use  only  in  the  treatment  of  anaphylac¬ 
toid  shock. 

Usual  dosage:  Cattle,  horses,  sheep, 
and  swine — 1  cubic  centimeter  per  100 
poimds  of  body  weight.  Inject  sub¬ 
cutaneously.” 

The  labeling  must  also  bear  a  descrip¬ 
tion  of  the  symptoms  of  anaphylactoid 
shock  including  glassy  eyes,  increased 
salivation,  grinding  of  the  teeth,  rapid 
breathing,  muscular  tremors,  staggering 
gait,  and  collapse  with  death  following*. 
These  symptoms  may  appear  shortly 
after  injection  of  a  bacterin,  vaccine,  or 
antibotic. 

PENICILLIN-CONTAINING  PREPARA¬ 
TIONS  FOR  INTRAMUSCULAR  USE 
ONLY.  (See  88  540.250(a),  540.253,  540.- 
255c(a),  540.265a,  540.265b(a),  540.274a 
(a),  540.274f(a),  540.281a(a)  of  this 
chapter.) 

All  these  preparations  are  required  to 
bear  the  label  statement  “For  intra¬ 
muscular  use  only.” 

PENICILLIN-CONTAINING  O  I  N  T- 
MENTS.  (See  Part  540  of  this  chapter.) 

If  these  preparations  are  labeled 
solely  for  udder  Instillations  of  cattle  and 
are  packaged  in  glass  containers,  they 
are  required  to  bear  the  label  statements: 
“Not  for  injection.  For  udder  instilla¬ 
tions  of  cattle  only.” 

PENICILLIN  FOR  SURFACE  APPLI¬ 
CATION. 

If  the  drug  is  not  sterile,  the  state¬ 
ments:  “Not  sterile — Not  for  injection — 
Not  to  be  used  in  deep  wounds  or  body 
cavities.” 

PENICILLIN-NEOMYCIN  OINTMENT. 
(See  8  540.874c(a)  of  this  chapter.) 

This  drug  is  required  to  bear  the  label 
statement  “For  udder  instillations  of 
cattle  only.” 

PROCAINE  PENICILLIN  AND  STREP¬ 
TOMYCIN  (OR  DIHYDROSTREPTO¬ 
MYCIN)  IN  OIL;  DIBENZYLAMINE 
PENICILLIN  AND  STREPTOMYCIN 
(OR  DIHYDROSTREPTOMYCIN)  IN 
OIL;  PR(X:AINE  PENICILLIN-STREP¬ 
TOMYCIN-  (OR  DIHYDROSTREPTO¬ 
MYCIN-)  POLYMYXIN  IN  OIL  (OR 
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OINTMENT).  (See  5§  540.274e(a)  and 
540.260(a)  of  this  chapter.) 

These  drugs  are  required  to  bear  the 
label  statements:  “For  udder  instilla¬ 
tions  of  cattle  only”  or  “For  subcutane¬ 
ous  injection  in  fowl  only.  Inject  in  the 
neck  immediately  behind  the  head.” 

PROCAINE  PENICILLIN  IN  OIL;  PRO¬ 
CAINE  PENICILLIN  AND  STREPTO- 
M  Y  C I N  (OR  DIHYDROSTREPTO- 
MYCIN)  IN  OIL:  PENICILLIN-STREP¬ 
TOMYCIN-  (OR  DIHYDROSTREPTO¬ 
MYCIN-)  NEOMYCIN  IN  OIL;  BENZ¬ 
ATHINE  PENICILLIN  G  IN  OIL; 
BENZATHINE  PENCILLIN  G-PRO- 
CAINE  PENICILLIN  G-STREPTOMY- 
CIN  (OR  DIHYDROSTREPTOMYCIN) 
IN  OIL.  (See  S§  540.255b,  540.274c (a), 
and  540.274e(a)  of  this  chapter.) 

These  drugs  are  required  to  bear  the 
label  statements: 

“For  udder  instillations  of  cattle  only” 
(if  intended  for  such  use) :  or 
“For  subcutaneous  injection  in  fowl 
only.  Inject  in  the  neck  immediately 
behind  the  head.”  (if  packaged  and 
labeled  solely  for  subcutaneous  injection 
in  fowl) . 

STREPTOMYCIN  FOR  TOPICAL  USE. 
(See  §  544.370a  of  this  chapter.) 

Caution — Not  for  intravenous  or  sys¬ 
temic  medication. 

Subpart  C — ^Voluntary  Warning  and  Caution 
Statements 

§  505.20  Recommended  animal  drug 
warning  and  caution  statements. 

ACETYLAMINONITROTHIAZOLE  FOR 
POULTRY. 

Warning — Discontinue  use  at  least  1 
week  before  slaughtering  birds  for  food 
to  eliminate  the  drug  from  the  food. 

AMINONTTROTHIAZOLE  (2-AMINO- 
6-NTTROTHIAZOLE)  FOR  POULTRY. 

Warning — Discontinue  use  at  least  1 
week  before  slaughtering  birds  for  food 
to  eliminate  the  drug  from  the  food. 

ANESTHETIC7S  FOR  EXTERNAL  USE 
(LOCAL  ANESTHETICS). 

Caution — Not  for  prolonged  tise.  If 
the  condition  for  which  this  preparation 
is  used  persists  or  If  a  rash  or  irritation 
develops,  discontinue  use  and  consult 
veterinarian. 

ANTHELMINTICS. 

Caution — Consult  veterinarian  before 
using  in  severely  debillated  animals. 

ANTHELMINTICS:  PHENOTHIAZINE. 

Warning — ^Do  not  treat  lactating  dairy 
animals. 

Caution — Consult  veterinarian  before 
using  in  severely  debilitated  animals. 
Individual  animals  are  occasionally  sen¬ 
sitive  to  phenothiazine. 

ANTTHISTAMINICS  FOR  EXTERNAL 
USE.* 

Caution — If  the  condition  for  which 
this  preparation  is  used  persists  or  if  a 
rash  or  irritation  develops,  discontinue 
use  and  consult  veterinarian. 


ANTISEPTICS  FOR  EXTERNAL  USE. 

Caution — In  case  of  deep  or  puncture 
wounds  or  serious  bums  consult  veter¬ 
inarian.  If  redness,  irritation,  or  swell¬ 
ing  persists  or  increases,  discontinue  use 
and  consult  veterinarian. 

CARBOLIC  ACID  (PHENOL)  PREP¬ 
ARATIONS  (MORE  THAN  0.5  PER¬ 
CENT)  FOR  EXTERNAL  USE. 

Caution — ^Use  only  as  directed.  Avoid 
contact  with  the  eyes  and  mucous  mem¬ 
branes.  Do  not  apply  to  large  areas  of 
broken  skin.  Do  not  use  on  cats. 

CORTISONE,  HYDROCORTISONE. 
PREDNISOLONE  AND  PREDNISONE 
PREPARATIONS  FOR  EXTERNAL 
USE. 

Caution — Do  not  use  where  infection 
(pus)  is  present,  since  the  drug  may 
allow  Infection  to  spread.  If  redness, 
irritation,  or  swelling  persists  or  in¬ 
creases,  discontinue  use  and  consiilt  vet¬ 
erinarian. 

COUNTERIRRITANTS  AND  RUBE¬ 
FACIENTS. 

Cautions — Do  not  apply  to  Irritated 
skin  or  if  excessive  irritation  develops. 
Avoid  getting  into  eyes  or  on  mucous 
membranes. 

CREOSOTE.  CRESOLS,  GUAIACOL. 
AND  SIMILAR  SUBSTANCES  IN 
PREPARATIONS  FOR  EXTERNAL 
USE. 

Caution — Use  only  as  directed.  Avoid 
contact  with  eyes  and  mucous  mem¬ 
branes.  Do  not  apply  to  large  areas  of 
broken  skin.  Not  recommended  for  use  on 
cats. 

DIARRHEA  PREPARATIONS. 

Caution — If  symptoms  persists  after 
using  this  preparation  for  2  or  3  days, 
consult  veterinarian. 

DIETHYLSTILBESTROL  IN  ANIMAL 
FEEDS. 

Warning — Discontinue  use  at  least  7 
days  before  slaughtering  animals  for 
food  to  eliminate  the  drug  from  the  food. 

DISPENSERS  PRESSURIZED  BY  GAS¬ 
EOUS  PROPELLANT  FOR  DRUGS  FOR 
EXTERNAL  USE. 

Caution — Keep  away  from  eyes  or 
other  mucous  membranes.  Avoid  in¬ 
haling. 

This  warning  is  not  necessary  for 
preparations  especially  designed  for  use 
on  mucous  membranes. 

Warning — Contents  under  pressure. 
Do  not  puncture.  Do  not  use  or  store 
near  heat  or  open  dame.  Exposure  to 
temperatures  above  130*  Fahrenheit  may 
cause  bursting.  Never  throw  container 
into  Are  or  incinerator. 

DRESSINGS,  PROTECTIVE  SPRAY- 
ON  TYPE. 

Caution — In  case  of  deep  or  puncture 
wounds  or  serious  burns  or  if  redness, 
irritation,  or  swelling  persists  or  in¬ 
creases,  consult  veterinarian. 


Keep  away  from  eyes  or  other  mucous 
membranes.  Avoid  inhaling. 

See  also  Dispensers  Pressurized  by 
Gaseous  Propellant  *  •  •  for  addi¬ 
tional  warnings  to  be  included  for  prod¬ 
ucts  under  pressure. 

ESTROGEN  PELLETS  IN  CATTLE 
AND  SHEEP. 

Warning — Implant  pellets  in  the 

_  (name  of  the  anatomical 

area)  only.  Any  other  location  may  result 
in  violation  of  Federal  law.  Do  not  at¬ 
tempt  salvage  of  implanted  site  for 
human  or  animal  food. 

NICARBAZIN  FOR  POULTRY. 

Warning — Do  not  feed  to  laying  hens 
in  production.  Discontinue  use  at  least 
4  days  before  slaughtering  birds  for 
food  to  eliminate  the  drug  from  the  food. 

OPHTHALMIC  PREPARATIONS. 

Caution — ^If  condition  persists  or  in¬ 
creases  discontinue  use  and  consult 
veterinarian.  Keep  container  tightly 
closed. 

Solutions  should  also  include  the  fol¬ 
lowing  statement:  “Do  not  touch  applica¬ 
tor  tip  to  any  surface,  since  this  may 
contaminate  solution.” 

SALMONELLOSIS  TREATMENTS  FOR 
POULTRY. 

Important — Poultr:*  that  have  sur¬ 
vived  salmonella  outbreaks  should  not  be 
kept  for  laying-house  replacements  or 
breeders,  unless  tests  show  that  they  are 
not  carriers. 

SULFONAMIDE  PREPARATIONS 
(SYSTEMIC). 

Caution — If  symptoms  persist  after 
using  this  preparation  for  2  or  3  days 
consult  veterinarian. 

SULFONAMIDES  FOR  EXTERNAL 
USE. 

Caution — If  redness.  Irritation,  or 
swelling  persists  or  increases,  discontinue 
use  and  consult  veterinarian. 

If  the  preparation  has  not  been  steri¬ 
lized,  the  following  statement  should  also 
be  used: 

Caution — This  preparation  has  not 
been  sterilized.  Do  not  use  in  body  cavi¬ 
ties  or  deep  wounds. 


PART  510— NEW  ANIMAL  DRUGS 

Subpait  A — General  Provisions 

Sec. 

510.3  Definitions  and  Interpretations. 

510.4  Biologies;  products  subject  to  license 

control. 

510.5  (Certification  of  new  animal  drugs 

containing  any  kind  of  penicillin, 
streptomycin,  chlortetracycllne, 
chloramphenicol,  or  bacitracin,  or 
derivative  thereof. 

510.6  New  animal  drugs;  transitional  pro¬ 

visions  re  section  512  of  the  act. 

510.7  (Consignees  of  new  animal  drugs  for 

use  in  the  manufacture  of  animal 
«  feed. 

510.45  Packaging  requirements  for  drugs  for 
animal  use. 

510.55  Labeling  requirements  for  antibiotic 
drugs  for  animal  use. 

510.95  Designated  journals. 
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Subpart  B — Spacific  Administrativa  Rulinc*  and 
Dacisions 


Sec. 

510.105  Labeling  of  drugs  for  use  In  milk- 

producing  animals. 

510.106  Labeling  of  antibiotic  and  antibi¬ 

otic -ocmtaining  drugs  intended 
fcH*  use  in  milk-producing  an¬ 
imals. 

510.110  Antibiotics  used  in  food-producmg 
animals. 

510.112  Antibiotics  used  in  veterinary  medi¬ 
cine  and  for  nonmedical  purposes; 
required  data. 

510.120  Suspension  of  approval  of  new-drug 
applications  for  certain  dietbyl- 
stilbestrol  and  diethylstilbestrol- 
contalning  drugs. 

Subpart  C — Exportation  of  New  Animal  Drugs 

510.200  Export  of  new  animal  drug. 

Subpert  D — Records  and  Reports 

510.300  Records  and  reports  concerning  ex¬ 

perience  with  new  animal  drugs 
for  which  an  approved  iq)plicatlon 
is  in  effect. 

510.301  Records  and  reports  concerning  ex¬ 

perience  with  animal  feeds  bear¬ 
ing  or  containing  new  animal 
drugs  for  which  an  approved  ap¬ 
plication  Is  in  effect. 

510.302  Reporting  forms. 

510.310  Records  and  reports  on  new  animal 
drugs  and  antibiotics  for  use  in 
animals  for  which  applications  or 
certification  Forms  5  and  6  be¬ 
came  effective  or  were  approved 
prior  to  June  20,  1963. 

510.350  Records  of  distribution  of  animal 
drugs  subject  to  section  512(n) 
of  the  act. 


Subpait  E — Requirements  for  Specific  New 
Animal  Drugs 

510.410  Corticosteroids  for  oral,  injectable, 
and  Intramammary  use  in  ani¬ 
mals;  warnings  and  labeling  re¬ 
quirements. 

510.440  Injectable  iron  preparations. 

510.450  Sulfonamide-containing  drugs  for 
oral,  injectable,  intramammary,  or 
intrauterine  use  In  food-produc¬ 
mg  animals. 

Subpart  F — Animal  Use  Exemptions  from  . 

Certification  and  Labeling  Requirements 

510.505  Antibiotic  drugs  subject  to  section 
512 (n)  of  the  act  for  fish  diseases. 
510.510  Antibiotic  drugs  for  use  in  medi¬ 
cated  animal  feed  (antibiotic 
medicated  feed  premixes) . 

510.515  Animal  feeds  bearing  or  containing 
new  animal  drugs  subject  to  the 
provisions  of  section  '512 (n)  of 
the  act. 

Subpart  G— Sponsors  of  Approved  Applications 
510.600  Names,  addresses,  and  code  num¬ 
bers  of  sponsors  of  approved  ap¬ 
plications. 

Authobitt:  Secs.  512,  701  (a) ,  52  Stat.  1055, 
82  Stat.  343-351  (21  n.S.C.  360b,  371),  unless 
otherwise  noted. 

Subpart  A — General  Provisions 
§  510.3  Definitions  and  interpretations. 

As  used  in  this  part: 

(a)  *nie  term  “act”  means  the  Fed¬ 
eral  Fbod,  Drug,  and  Cosmetic  Act,  as 
amended  (secs.  201-902,  52  Stat.  1040  et 
seq..  as  amended;  21  UJ3.C.  321-392). 

(b)  “D^iartment”  means  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare. 

(c)  "Secreta^”  means  the  Secretary 
of  Health,  Education,  and  Welfare. 

(d)  “Commissioner’*  means  the  Com¬ 
missioner  of  Food  and  Drugs. 


(e)  “Person”  means  individuals,  part¬ 
nerships,  corporations,  and  associations. 

(f)  The  definitions  and  interpretations 
of  terms  contained  in  section  201  of  the 
act  shall  be  iqipllcable  to  such  terms  when 
used  in  the  r^ulations  in  this  part. 

(g)  The  term  “new  animal  drug” 
means  any  drug  intended  for  use  for 
animals  other  than  man,  including  any 
drug  intended  for  use  in  animal  feed  but 
not  including  such  animal  feed: 

(1)  The  composition  of  which  is  such 
that  such  drug  is  not  generally  recog¬ 
nized,  among  experts  qualified  by  scien¬ 
tific  training  and  experience  to  evaluate 
the  safety  and  effectiveness  of  animal 
drugs,  as  safe  and  effective  for  use  under 
the  conditions  prescribed,  recommended, 
or  suggested  in  the  labeling  thereof;  ex¬ 
cept  that  such  a  drug  not  so  recognized 
shall  not  be  deemed  to  be  a  “new  animal 
drug”  if  at  any  time  prior  to  June  25, 
1938,  it  was  subject  to  the  Food  and  Drug 
Act  of  Jime  30,  1906,  as  amended,  and  if 
at  such  time  its  labeling  contained  the 
same  representations  concerning  the  con¬ 
ditions  of  its  use;  or 

(2)  The  composition  of  which  is  such 
that  such  drug,  as  a  result  of  investiga¬ 
tions  to  determine  its  safety  and  effec¬ 
tiveness  for  use  under  such  conditions, 
has  become  so  recognized  but  which  has 
not,  oUierwise  than  in  such  investiga¬ 
tions,  been  used  to  a  material  extent  or 
for  a  material  time  under  such  condi¬ 
tions;  or 

(3)  Which  drug  is  composed  wholly  cr 
partly  of  any  kind  of  penicillin,  str^- 
tomycin,  chlortetracycline,  chloram¬ 
phenicol,  or  bacitracin,  or  any  derivative 
thereof,  except  when  there  is  in  effect  a 
published  order  of  the  Secretary  declar¬ 
ing  such  drug  not  to  be  a  new  animal 
drug  on  the  grounds  that: 

(il  The  requirement  of  certification  of 
batches  of  such  drug,  as  provided  for  in 
section  512(n)  of  the  act,  is  not  necessary 
to  insure  that  the  objectives  specified  in 
paragraph  (3)  thereof  are  achieved;  and 

(ii)  TTiat  neither  paragraph  (g)  (1) 
nor  (2)  of  this  section  applies  to  such 
drug. 

(h)  The  term  “animal  feed”  means  an 
article  which  is  intended  for  use  for  food 
for  animals  other  than  man  and  which  is 
intended  for  use  as  a  substantial  source 
of  nutrients  in  the  diet  of  the  animal, 
and  is  not  limited  to  a  mixture  intended 
to  be  the  sole  ration  of  the  animal. 

(1)  The  newness  of  an  animal  drug, 
including  a  new  animal  drug  intended 
for  use  in  or  on  animal  feed,  may  arise 
by  reason  of:  (1)  The  newness  for  its 
intended  drug  use  of  any  substance  of 
vdiich  the  drug  is  comprised,  in  whole 
or  in  pent,  whether  it  be  an  active  sub¬ 
stance  or  a  menstruum,  excipient,  car¬ 
rier.  coating,  or  other  component;  (2) 
the  newness  for  its  Intended  drug  use  of 
a  combination  of  two  or  more  sub¬ 
stances,  none  of  which  is  itself  a  new 
animal  drug;  -(3)  the  newness  for  its  in¬ 
tended  drug  use  of  the  pn^rtion  of  a 
substance  in  a  combination,  even  though 
such  combination  containing  such  sub¬ 
stance  in  other  proportion  is  not  a  new 
animal  drug;  (4)  the  newness  for  its 
intended  drug  use  in  a  different  species 
of  animal;  (5)  the  newness  of  its  in¬ 


tended  drug  use  in  diagnosing,  curing, 
mitigating,  treating,  or  prevaiting  a  dis¬ 
ease,  or  to  affect  a  structure  or  function 
of  the  animal  body,  even  though  such 
drug  is  not  a  new  animal  drug  when  used 
in  another  disease  or  to  affect  another 
structure  or  function  of  the  body;  or  (6) 
the  newness  of  a  dosage,  or  method  or 
duration  of  administration  or  applica¬ 
tion,  or  any  other  condition  of  use  pre¬ 
scribed,  recommended,  or  suggested  in 
the  labeling  of  such  dnig,  even  though 
such  drug  or  animal  feed  containing 
such  drug  when  used  in  another  dosage, 
or  another  method  or  duration  of  ad¬ 
ministration  or  application,  or  different 
condition,  is  not  a  new  animal  drug. 

(J)  “Animals  used  only  for  laboratory 
research”  and  “laboratory  research  ani¬ 
mals”  mean  individual  animals  or  groups 
of  animals  intended  for  use  and  used 
solely  for  laboratory  research  purposes, 
regardless  of  species,  and  does  not  in¬ 
clude  animals  intended  to  be  used  for 
any  food  purposes  or  animals  Intended 
to  be  kept  as  livestock. 

(k)  The  term  “sponsor”  means  the 
person  responsible  for  an  Investigation 
of  a  new  animal  drug,  including  respon¬ 
sibility  for  compliance  with  iqipllcable 
provisions  of  the  act  and  regulations.  The 
“sponsor”  may  be  an  individual,  part¬ 
nership,  corp(Hation,  or  Oovemi^ent 
agency  or  may  be  a  manufacturer,  sci¬ 
entific  institution,  or  an  investigator  reg¬ 
ularly  and  lawfully  engaged  in  the 
investigation  of  new  animal  drugs. 

(l)  “Designated  journal  (s)"  means 
journals  listed  in  S  510.95  and  §  310.9 
of  this  chapter. 

§  510.4  Biologies;  products  subject  to 
license  control. 

An  animal  drug  produced  and  distrib¬ 
uted  in  full  conformance  with  the  ani¬ 
mal  virus,  serum,  and  toxin  law  of 
March  4,  1913  (37  Stat.  832;  21  U.S.C. 
151  et  seq.)  and  any  regulktions  issued 
thereunder  shall  not  be  deemed  to  be 
subject  to  section  512  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

§  510.5  Certification  of  new  animal 
drugs  containing  any  kind  of  peni¬ 
cillin,  streptomycin,  chlortetracydinc, 
chloramphenicol,  or  bacitracin,  or 
derivative  thereof. 

(a)  New  animal  drugs  subject  to  the 
provisions  of  section  512  in)  of  the  act. 
New  animal  drugs  that  contain  or  pur¬ 
port  to  contain  any  kind  of  penicillin, 
streptomycin,  chlortetracycline,  chlor¬ 
amphenicol,  bacitracin,  or  derivative 
thereof  shall  conform  to: 

(1)  The  specifications  included  in  ap¬ 
plicable  monognqihs  published  pursuant 
to  section  512 (n)  of  the  act,  and 

(2)  The  conditions  of  use  specified 
in  regulations  published  pursuant  to  sec¬ 
tion  512  (i)  of  the  act. 

(b)  New  animal  drugs  subject  to  the 
provisions  of  section  S12in)  of  the  act 
and  intended  for  use  as  components  of 
animal  feed.  Penicillin,  streptomycin, 
chlortetracycline,  bacitracin,  feed  grade 
bacitracin,  feed  grade  manganese  baci¬ 
tracin,  feed  grade  zinc  bacitracin,  and 
bacitracin  methylene  disalicylate  in¬ 
tended  for  use  solely  in  the  manufacture 
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of  one  or  more  of  the  medicated  animal 
feeds  described  in  Part  558  of  this  chap¬ 
ter,  and  conspicuously  so  labeled,  shall  be 
exonpt  from  the  certiflcation  require¬ 
ments  of  section  512(n)  of  the  act  if  its 
manufacturer,  packer,  or  distributor: 

(1)  Holds  an  u>proval  for  such  a  drug 
as  published  In  accordance  with  section 
512(i)  of  the  act;  and 

(2)  Holds  an  effective  permit  from 
the  Commissioner  Issued  under  the  pro¬ 
visions  of  I  433.13  of  this  chapter  au¬ 
thorizing  shipment  for  manufacturing 
use  to  such  establishment. 

(o)  Animal  feed$  subject  to  the  prool- 
sions  of  section  512im)  of  the  act  and 
bearing  or  containing  a  new  animal  drug 
subject  to  the  provisions  of  section  512 
(n) .  An  animal  feed  that  bears  or  con¬ 
tains  or  purports  to  bear  or  contain  peni¬ 
cillin.  streptcnnycln.  chlortetracycllne,  or 
bacitracin,  or  any  derivative  thereof. 
shall  be  exempted  from  the  requirements 
of  section  512(m)  of  the  act  in  accord¬ 
ance  with  the  conditions  specified  in  ap¬ 
plicable  regulations  published  in  Part 
558  of  this  chapter. 

§  510.6  New  animal  drugs;  transitional 
provisions  re  section  512  of  the  act. 

(a)  Section  512  of  the  Federal  Food. 
Drug,  and  Coemetlo  Act  was  enacted  on 
June  13,  1968,  to  become  effective  Au¬ 
gust  1. 1969,  by  the  Animal  Drug  Amend¬ 
ments  of  1968  (PuUie  Law  90-399) . 

(b)  The  provisions  of  the  Animal  Drug 
Amendments  of  1968  require  extensive 
revisions  td  existing  regulations. 

(0)  Such  regulaticms  will  be  published 
at  an  early  date  in  the  Fbokxsl  Rsonm. 
An  opportunity  for  comment  by  Inter¬ 
ested  parties  will  be  provided. 

(d)  Pending  promulgation  of  the 
necessary  regulations  under  section  512 
of  the  act,  the  currently  used  Form  FD 
356-Rev.  1965,  Form  5,  and  Form  FD- 
1800  will  be  acceptable  as  a  basis  for  ap¬ 
proval  of  applications  of  new  animal 
drugs  and  feeds  containing  new  animal 
drugs  under  the  provisions  of  section  512 
provided  that  such  applications  include; 

(1)  A  practicable  method  of  analysis 
for  determining  the  quantity.  If  any.  of 
any  substance  In  or  on  food  resulting 
from  the  use  of  a  new  animal  drug. 

(2)  The  conditions  and  indications 
for  use  of  the  new  animal  drug.  Includ¬ 
ing  any  proposed  tolerance  or  withdraw¬ 
al  period  or  other  use  restrictions  for 
such  drug  required  In  order  to  assure 
that  the  proposed  use  of  the  drug  will 
be  safe,  and  If  the  new  animal  drug  Is 
Intended  for  use  In  animal  feed,  appro- 
pilate  purposes  and  conditions  of  use 
(Including  special  labeling  requirements 
applicable  to  any  animal  feed  in  which 
the  drug  is  to  be  approved). 

(3)  Applications  submitted  In  the 
Form  FD-1800  shall  In  lieu  of  the  in¬ 
formation  required  by  section  I  include  a 
reference  to  ^e  regulation  in  Subpart  C 
of  Part  121  of  this  chapter  upon  which 
the  application  relies  as  a  basis  for  ap¬ 
proval  of  the  application  with  respect  to 
the  use  of  a  new  animal  drug  in  feed 
and  the  name  and  address  of  the  sup¬ 
plier  of  the  new  animal  drug. 
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(e)  A  new  animal  drug  intended  for 
use  In  the  manufacture  of  animal  feed 
shall  be  deemed  to  be  unsafe  unless  at 
the  time  of  Its  removal  from  the  estab¬ 
lishment  of  a  manufacturer,  packer,  or 
distributor  of  such  drug,  such  manu¬ 
facturer.  packer,  or  distributor  has  an 
unrevoked  written  statement  from  the 
consignee  of  such  drug  or  a  notice  from 
the  Food  and  Drug  Admlnlstratkm  to 
the  effect  that  with  respect  to  the  use  of 
such  drug  In  animal  feed,  the  cor.stgnee: 

(1)  Is  the  holder  of  an  approved  Form 
FD-1800;  or 

(2)  Will,  If  the  consignee  Is  not  a  user 
of  the  drug,  ship  such  drug  only  to  a 
holder  of  an  approved  Form  FD-1800. 

An  unrevoked  written  notice  that  a  new- 
dnig  application,  supplemental  new-drug 
application,  antibiotic  Form  10.  or  Form 
FD-1800  has  been  approved  for  such  use 
of  the  drug  In  animal  feed  meets  this 
requirement. 

(f)  The  requirements  of  section  512 
of  the  act  shall  apply  with  regard  to 
approval,  refusal  to  approve,  and  revo¬ 
cation  of  applications  with  respect  to 
new  animal  drugs  and  feeds  containing 
new  animal  drugs.  All  prior  approvals  of 
new-drug  applications,  supplemental 
new-drug  applications,  master  files. 
Form  FI>-1800,  and  antibiotic  Forms  5, 
6,  and  10,  and  food  additive  regulations 
for  such  drugs  and  feeds  containing  such 
drugs  shaU  remain  In  effect  until  with¬ 
drawn  or  suspended  under  provisions  of 
section  512  of  the  act. 

(g)  The  regulations  Included  In  Sub¬ 
parts  C  and  D  of  Part  121  of  this  chapter 
remain  in  effect  until  they  have  been  In¬ 
corporated  as  regulations  under  section 
512(1)  of  the  act  or  have  been  amended 
or  revoked  as  provided  In  paragraph  (f ) 
of  this  section. 

§  510.7  Omsignees  of  new  animal  drugs 
for  use  in  Ae  manufacture  of  animal 
feed. 

(a)  A  new  animal  drug  Intended  for 
use  In  the  manufacture  of  animal  feed 
shall  be  deemed  to  be  unsafe  unless  at 
the  time  of  its  removal  from  the  estab¬ 
lishment  of  a  manufacturer,  packer,  or 
distributor  of  such  drug,  such  manufac¬ 
turer,  packer,  or  distributor  has  an  un¬ 
revoked  written  statement  from  the  con¬ 
signee  of  such  drug,  or  a  notice  from  the 
Secretary,  to  the  effect  that  with  respect 
to  the  use  of  such  drug  in  nnimai  feed 
the  consignee: 

(1)  Is  the  holder  of  an  approved  ap¬ 
plication  xmder  S  514.2  of  this  chapter; 
or 

(2)  Will,  If  the  consignee  is  not  a  user 
of  the  drug,  ship  such  drug  only  to  a 
holder  of  an  approved  application  under 
S  514.2  of  this  chapter. 

(b)  The  requirements  of  paragraph 
(a)  of  this  section  do  not  apply: 

(1)  Where  such  drugs  are  intended 
for  export  and/or 

(2)  When  the  use  of  such  drug  in  the 
manufacture  of  a  finished  feed  has  been 
exempted  from  the  requirements  of  sec- 

^  tlon  512(m)  of  the  act  under  the  condi¬ 
tions  specified  by  regulations  published 
in  Part  558  of  this  chapter. 
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§  510.45  Packaging  rcquirementa  for 
drugs  for  animal  use. 

The  packaging  requirements  for  anti¬ 
biotic  drugs  for  veterinary  use  are  de¬ 
scribed  under  i  432.1  of  this  chapter, 
except  that  antibiotic  drugs  for  veteri¬ 
nary  use  need  not  be  packaged  for  dis¬ 
pensing  in  c(mtalners  of  colorless,  trans¬ 
parent  glass. 

§  510.55  Labeling  requirements  for  anti¬ 
biotic  drugs  for  animal  use. 

If  an  antibiotic  drug  is  subject  to  sec¬ 
tion  512  (n)  of  the  act  and  packaged  for 
dispensing; 

(a)  It  shall  be  labeled  in  accordance 
with  the  requirements  prescribed  by 
S  201.105  of  this  chapter  and  each  pack¬ 
age  shall  include  information  contidnlng 
directions  and  warnings  adequate  for  the 
veterinary  use  of  the  drug  by  the  laity 
in  lieu  of  the  statement  “Caution:  Fed¬ 
eral  law  restricts  this  drug  to  use  by  or  on 
the  order  of  a  licensed  veterinarian*’  (as 
provided  in  S  201.105(b)  (1)  of  this  chap¬ 
ter)  unless  such  statement  is  required  by 
regulations  issued  under  section  512(1)  of 
the  act. 

(b)  Its  labeling  shall  bear  any  addi¬ 
tional  information  required  for  the  drug 
by  specific  regxilations. 

(c)  Each  package  shall  bear  on  its 
outside  wrapper  or  container  and  the  im¬ 
mediate  container  an  expiration  date 
prescribed  for  the  drug  as  provided  in 
S  432.5(a)  (3)  of  this  chapter  with  the 
exception  provided  in  S  432.5(c)  of  this 
chapter. 

(d)  If  it  is  intended  for  udder  instilla¬ 
tion  in  cattle,  it  shall  be  exempt  from  the 
requirements  of  5  201.105(b)  (5)  of  this 
chapter. 

(Sec.  507,  69  Stst.  468  as  amended  (31 
U.S.C.  367).)  • 

§  510.95  Designated  journals. 

The  following  Journals,  in  addition 
to  those  listed  in  §  310.9  of  this  chapter, 
are  available  to  the  Food  and  Drug  Ad¬ 
ministration  and  thus  permit  waiving  of 
the  submission  of  reprints  and  summa¬ 
ries  covering  reports  contained  in  these 
Journals  to  the  extent  that  such  require¬ 
ments  are  waived  in  the  regulations  In 
this  part: 

All  Pet’s  Magazine  (Jersey  City). 

American  Joximal  of  Veterliuiry  Resear^ 
(Chicago). 

Animal  Health  (Journal  of  the  Animal 
Health  Trust)  (London). 

Animal  Nutrition  St  Health  (Sausallto, 
Calif.). 

Animal  Produotlan  (Sdlnburgh) . 

Avian  Dlaeasaa  (Amherst) . 

British  Poultry  Seleuoe  (Edinburgh). 
Canadian  Joiunal  of  Comparative  Medicine 
and  Veterinary  Science  (Oardenvale,  Que¬ 
bec). 

Canadian  Veterinary  Journal  (Guelph,  On¬ 
tario). 

Cornell  Veterinarian  (Ithaca). 

Experimental  Parasitology  (New  Toik). 

The  Peed  Bag  (Milwaukee). 

PeedstuflS  (Minneapolis). 

Hoard’s  Dairyman  (Port  Atkinson) . 

Journal  of  the  American  Veterinary  Medical 
Association  (Chicago) . 

JoTimal  of  Animal  Science  (Albany) . 

Journal  of  Dairy  Science  (Champaign) . 
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Journal  of  ■oonomlc  BntoouAosy  (Baltl- 

more). 

Journal  of  Small  Animal  Practloe  (London) . 
ifodam  Vetartnary  Practloe  (focmarly  Martli 

Ameiloan  Vetwlnartan)  (Wbeaton,  m.). 
Nattonal  Hog  Parmer  (Onindy  Center.- Iowa) . 
Mew  Zealand  Veterinary  Journal  (Welling.- 

ton). 

PoultT  Science  (Guelph.  Ontario) . 
Praktladie  neraiat  (Poetfach,  Owmany). 
Peeearch  In  Veterinary  Science  (Chicago). 
BmaJi  Animal  Clinician  (Kaneat  City,  Mo.). 
Veteelnaermedlem  (Konetans,  Germany). 
Veterinarian  (London). 

Veterinarian  (International)  (New  York). 
The  Veterinary  Bulletin  (Pamham  Bo^, 

BnglaiMl). 

Veterioary  Medldne  (Kansas  City,  lio.). 
Veterinary  Beoord  (Croydon,  England). 
ZentralUatt  Puer  Vetermaermedldn  Zentr. 

Veterlnattined  (BerUnl. 

Subpart  B — Specific  Administrative 
Rulings  and  Decisions 

§  510.105  Labding  of  drugs  for  use  in 
milk*producing  animals. 

(a)  Part  540  of  this  chapter  provides 
for  new  animal  drugs  intmded  for  In¬ 
tramammary  use  in  animals  and  Includes 
conditUms  of  use  intended  to  prevent 
the  contamination  of  milk  from  the  use 
of  such  drugs. 

(b)  Preparatitms  containing  antibi¬ 
otics  and  other  potent  drugs  labeled  with 
directicms  for  use  in  milk-producing  an¬ 
imals  will  be  misbranded  under  secUcm 
502(f)  (2)  of  the  act  unless  their  labd- 
ing  bears  miimiptlate  warnings  and  di¬ 
rections  for  use  to  avoid  adulteration  of 
milk  under  section  402(a)  (2)  (D)  of  the 
act 

(c)  It  is  the  position  of  the  Food  and 
Drug  Admlnistratkm  that  the  labeling 
for  such  preparattons  should  bear  a  dear 
warning  that  either: 

(1)  The  artide  should  not  be  admin¬ 
istered  to  animals  producing  milk,  since 
to  do  so  would  result  in  contamination 
of  the  milk;  m: 

(2)  Tlie  label  should  bear  the  warn¬ 
ing.  •Tifllk  that  has  been  taken  from 
animals  during  treatment  and  within 

-  hours  ( _  milkings)  after 

ttie  latest  treatment  must  not  be  used 
tar  food,"  the  blanks  to  be  filled  in  with 
the  number  of  hours  (not  to  exceed  96) 
and  milkings  that  the  manufacturer  has 
determined  by  approiMlate  investigation 
is  needed  to  insure  that  the  milk  will  not 
carry  residues  resdting  fnxn  use  of  the 
prepcu*ation.  If  the  use  of  the  prepara- 
ticm  as  recommended  does  not  result  in 
contamination  of  the  milk,  neither  of  the 
above  warning  statements  is  required. 

§  510.106  Labeling  of  antibiotic  and 
antibiotic-containing  drugs  intended 
for  use  in  milk-pn^ucing  aninuils. 

Whenever  the  labeling  of  an  antibiotle 
drug  included  in  the  regulations  in  this 
chapter  suggests  or  recommends  its  use 
in  milk-producing  animals,  the  label  of 
such  drugs  shall  bear  either  the  state¬ 
ment  “Warning:  Not  for  use  in  animtLiA 
producing  milk,  since  this  use  will  result 
In  contamination  of  the  milk”  or  the 
statement  “Warning:  that  has  been 

taken  fn»n  animals  during  treatment 

and  for hours  ( _ milkings)  after 

the  latest  treatment  must  not  be  used 


for  food”,  the  first  blank  being  filled  in 
with  the  figure,  which  shall  not  be 
greater  than  96,  that  the  Ccmunissioner 
has  authorized  the  manufacturer  of  the 
drug  to  use.  and  the  second  figure  shall 
be  the  first  number  divided  by  12.  The 
Commissioner  shall  determine  what  such 
figures  Shan  be  from  information  sub¬ 
mitted  by  the  manufacturer  and  which 
the  Conunissioner  considers  is  adequate 
to  prove  that  period  of  time  after  the 
latest  treatment  that  the  milk  from 
treated  animals  will  contain  no  residues 
from  use  of  the  preparation.  If  the 
Commissioner  determines  fnun  the  in¬ 
formation  submitted  that  the  use  of  the 
antibiotic  drug  as  recommended  does  not 
result  in  its  appearance  in  the  milk,  he 
may  exempt  the  drug  from  bearing  either 
of  the  above  warning  statements. 

(Sec.  507,  69  Stat.  463  w  amended  (31 
US.C.  367).) 

§  510.110  Antibiotics  used  in  food-pro¬ 
ducing  animals. 

(a)  The  Fo(xl  and  Drug  Admlnlstra- 
tton  in  the  Interest  of  fulfilling  its  re¬ 
sponsibilities  with  retard  to  protection 
of  the  public  health  has  requested  an 
evaluation  of  the  public  health  aqiects 
of  the  use  of  antibioties  in  veterinary 
medical  and  nonmedlcal  uses.  There  is 
particular  concern  with  regard  to  the 
potential  hazards  associated  with  the 
extensive  use  of  antibiotics  administered 
to  food-producing  animals.  Accordingly, 
an  ad  hoc  committee  on  the  Veterinary 
Medical  and  Nonmedlcal  Uses  of  Anti¬ 
biotics  was  established  by  the  Food  and 
Drug  Administration  to  study  and  advise 
the  Commissioner  of  Food  and  Drugs  on 
the  uses  of  antibiotics  in  veterinary 
medicine  and  for  various  nonmedlcal 
purposes  as  such  uses  may  affect  the 
enforcement  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  with  respect  to  their 
safety  and  effectiveness. 

(b)  Based  upon  an  evaluation  of  the 
conclusions  of  said  Conunittee  and  other 
relevant  material,  §  510.112  was  pub¬ 
lished  In  the  Federal  Register  of  August 
23.  1966  (31  FR  11141),  asking  sponsors 
of  drugs  containing  any  antibiotic  in¬ 
tended  for  use  In  food-producing  ani¬ 
mals  to  submit  data  to  establish  whether 
such  antibiotic  and  its  metabolites  are 
present  as  residues  in  edible  tissues,  milk, 
and  eggs  from  treated  animals.  The  data 
on  the  residues  of  antibiotics  in  milk 
from  intramammary  infusion  prepara¬ 
tions  were  requested  within  60  days  and 
the  data  on  all  other  products  were  re¬ 
quested  within  180  days  following  the 
date  of  publication  of  S  510.112  in  the 
Federal  Register. 

(c)  An  evaluation  of  the  data  now 
avidlable  shows  that  use  of  many  anti¬ 
biotic  preparations  cause  residues  In 
edible  products  of  treated  animals  for 
varying  and,  in  some  eases,  for  long 
periods  of  time  following  the  last  ad¬ 
ministration.  Because  of  the  accumula¬ 
tion  of  new  information  with  regard  to 
the  development  of  resistance  of  bacteria 
to  antibiotics,  the  ability  of  bacteria  to 
transfer  this  resistance,  and  the  develop- 
moit  of  sensitivity  to  antibiotics  in 


humans,  unauthorized  and  unsafe  resi¬ 
dues  of  antibiotics  cannot  be  permitted 
in  food  obtained  from  treated  animals. 

(d)  Based  on  evaluati<m  of  informa¬ 
tion  available,  including  the  conclusions 
of  the  aforementioned  ad  hoe  Committee, 
the  Commissioner  concludes  that  anti¬ 
biotic  preparations  intended  for  use  in 
food-producing  animals,  other  than 
topical  and  ophthalmic  preparations,  are 
not  generally  recc^nlzed  among  qualified 
experts  as  having  been  shown  to  be  safe 
for  their  intended  use(8)  within  the 
meaning  of  section  201(8)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(e)  Therefore,  all  exemptions  from 
the  provisions  of  section  409  of  the  act 
for  use  of  antibiotics  in  food-producing 
animals  based  on  sanctions  or  approvals 
granted  prior  to  enactment  of  the  Food 
Additives  Amendment  of  1958  (PidQlle 
Law  85-929;  72  Stat.  1784)  wlU  be  re¬ 
voked  and  the  uses  which  are  concluded 
to  be  safe  will  be  covered  by  food  additive 
regulations.  On  those  products  for  which 
there  are  inadequate  residue  data,  ac¬ 
tions  will  be  initiated  to  amend  or  revoke 
antibiotic  regulations  under  the  provi¬ 
sions  of  section  507  of  the  act.  or  to  with¬ 
draw  approval  of  new-drug  applications 
under  the  provlslcms  of  section  505  of  the 
act.  Antibiotic  preparations,  other  than 
those  for  topical  and  ophUudmlc  appll- 
cati<m  in  food-producing  animals,  which 
are  not  covered  by  food  additive  regula¬ 
tions  will  be  subject  to  regulatory  action 
within  180  days  after  publication  of  the 
forthcoming  revooatiim  ordef . 

(f)  Because  of  the  variation  In  the 
period  of  time  that  antibiotie  residues 
may  remain  in  edible  products  from 
treated  animals,  all  injectable,  intra- 
mammaiy  infusion,  intrauterine,  and 
oral  preparations  (except  certifiable 
antibiotics),  including  medicated  pre¬ 
mixes  intended  for  use  in  food-producing 
animals,  are  deemed  to  be  new  drugs  as 
well  as  food  additives.  An  Antibiotic 
Form  6  (see  {  431.50  of  this  chapter)  will 
be  required  for  all  medicated  pr«nlxee 
(Mmtaining  certifiable  antibiotics.' 

(Sec.  400,  505,  607,  63  Stat.  1053,  as  amended, 
69  Stat.  463,  as  amended.  73  Stat.  17P6  et  seq., 
as  amended;  31  UB.C.  348,  365,  357) 

§  510.112  Antibiotics  used  in  veterinary 
medicine  and  for  nonmedical  pur¬ 
poses;  required  data. 

(a)  An  ad  hoc  committee.  Committee 
on  the  Veterinary  Medical  and  Nonmedi¬ 
cal  Uses  of  Antibiotics,  was  formed  by 
the  Food  and  Drug  Administration  to 
study,  and  advise  the  Cranmlssloner  on, 
the  uses  of  antibiotics  in  vet«4nary 
medicine  and  for  various  nonmedlcal 
purposes  as  such  uses  may  affect  the  en¬ 
forcement  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  with  respect  to  the 
safety  and  effectiveness  of  such  sub¬ 
stances.  A  cofty  of  the  report  may  be 
obtained  from  the  Food  and  Dnig  Ad¬ 
ministration,  Office  of  the  Assistant 
Commissioner  for  Public  Affairs,  5600 
Fishers  Lane,  Rockville,  MD  20852. 

(b)  On  the  basis  of  the  report  of  the 
Committee  imd  other  information,  spon¬ 
sors  of  drugs  (xmtainlng  any  antibiotic 
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Intended  for  use  In  food -producing  ani¬ 
mals  shall  submit  data  for  determining 
whether  or  not  such  antibiotics  and  their 
metabolites  are  present  as  residues  In 
edible  tissues,  milk,  and  eggs  from 
treated  animals:  however.  In  the  ease  of 
a  drug  for  which  such  data  have  already 
been  submitted  and  for  which  a  regula¬ 
tion  lias  been  promulgated  under  section 
409  of  the  act,  only  such  data  as  has  been 
accumulated  since  the  Issuance  of  the 
regulatlmi  need  be  submitted. 

(o)  The  required  data  shall  be  sub¬ 
mitted  within  180  days  of  the  date  of 
publication  of  this  section  In  the  Pediral 
Rboistir;  except  that  In  the  case  of  data 
on  intramammary  infusion  preparations, 
the  data  shall  be  submitted  within  60 
days  of  such  publication.  Data  demon¬ 
strating  the  absence  in  milk  of  residues 
of  intramammary  infusion  preparations 
when  used  as  directed  in  their  labeling 
are  needed  within  the  60-day  period  be¬ 
cause  of  the  Importance  of  milk  in  the 
human  diet. 

(d)  Regulatory  proceedings  including, 
revocation  of  prior  sanctions,  or  actions 
to  suspend  or  amend  new  drug  or  antibi¬ 
otic  approvals  granted  prior  to  passage 
of  the  Food  Additives  Amendment  of 
1958  (72  Stat  1784),  may  be  initiated 
with  regard  to  the  continued  marketing 
of  any  antibiotic  preparation  on  which 
the  required  information  Is  not  submitted 
within  the  period  of  time  prescribed  by 
paragraph  (c)  of  this  section. 

(e)  Questions  relating  to  the  accepta¬ 
bility  of  proposed  research  protocols  and 
assay  methods  for  deteimlnlng  the 
amount  of  antibiotic  residues  In  food 
should  be  directed  to  the  Director,  Bu¬ 
reau  of  Veterinary  Medicine,  Pood  and 
Drug  Administration,  5600  Fishers  Lane, 
Rockville.  MD  20852. 

(Sees.  400.  605.  607,  63  StsS.  1062,  ss  smended, 
69  Stat.  463.  as  amended,  72  Stat.  1786;  31 
U.S.O.  348,  366,  367) 

§  510.120  Suspension  of  approval  of 
new-drug  applications  for  certain  di- 
ethylstilbestrol  and  diethylstilbestrol- 
containing  drugs. 

In  the  matter  of  suspension  of  approval 
of  New-Drug  Application  Nos.  7176,  7310, 
8264,  0106,  9606,  0633,  11121:  (Mattox  and 
Moore,  Inc.,  Indianapolis,  IN;  Vineland 
Poultry  Laboratories,  Vineland,  NJ;  George 
N.  Bell  Co.,  Indianapolis,  IN,  respondents 
(PDC-D-49,  60,  and  66)  ]. 

Following  the  public  hearing  held  In  the 
above-identlQed  matter,  beginning  on  April 
35,  1060,  and  finally  terminating  on  June  17, 
1960,  and  Issuance  of  tentative  findings  of 
fact,  conclusions  of  law  and  facts,  and  tenta¬ 
tive  order,  the  Commissioner  of  Food  and 
Drugs  on  December  16,  1961,  Issued  final 
findings  of  fact,  conclusions  of  law  and  facts 
and  a  final  order.  This  final  order  concluded 
that  all  the  products  Involved  were  unsafe 
within  the  meaning  of  section  606(e)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act,  In 
that  the  dnig  dlethylstllbestrol  Is  capable  of 
producing  and  has  produced  cancer  In  ani¬ 
mals  and  that  this  drug  may  be  expected  to 
produce,  excite  or  stimulate  the  growth  of 
certain  cancers  In  human  beings. 

This  final  order  was  appealed  to  the  U.S. 
District  Court  for  the  District  of  New  Jersey, 
pursuant  to  the  then  effective  provisions  of 
section  505(h)  of  the  Federal  Food,  Drug,  and 
Oosmetid  Act  (21  U.S.C.  355(h)).  On  Au¬ 


gust  30,  1964,  this  Court  set  aside  this  final 
order  and  remanded  the  case  to  the  Food  and 
Drug  Administration  with  directions  to  re¬ 
consider  the  case  in  conformity  with  the 
opinion  of  the  Court.  (Ooldhaft  et  al.  t/a 
Vineland  Poultry  Laboratories  v.  George  P. 
Larrlck,  et  al.;  Civil  Actlou  No.  122-62.) 

Pursuant  to  the  above-described  opinion 
and  order  of  the  Court  this  case  has  been 
reconsidered. 

Based  on  the  substantial  evidence  of  rec¬ 
ord,  and  pursuant  to  section  505(e)  of  the  act 
(21  U.S.C.  365(e) )  and  Part  310  of  Title  21 
of  the  Code  of  Federal  Regulations. 

It  U  ordered.  That: 

1.  New-Drug  Application  7175,  covering  the 
drug  "Tend-A-Wate,”  filed  by  Mattox  & 
Moore,  Inc.,  be,  and  is  hereby  suspended. 

2.  New-Drug  Application  9632,  covering 
the  drugs  “Tend-A-Wate  637,”  “Tend-A-Wate 
539,”  and  “Tend-A-Wate  645,”  filed  by  Mat¬ 
tox  &  Moore,  Inc.,  be.  and  Is  hereby  sus¬ 
pended. 

3.  New-Drug  Application  7310,  covering  the 
drug  “Tenderettes,”  filed  by  Vineland  Poultry 
Laboratories,  be,  and  Is  hereby  suspended. 

4.  New-Drug  Application  9106,  covering 
the  drug  "Caponade,"  filed  by  Vineland 
Poultry  Laboratories,  be,  and  is  hereby  sus¬ 
pended. 

6.  New-Drug  Application  11121,  covering 
the  drug  "StUboserts,”  filed  by  George  N. 
Bell,  Manufacturing  Chemists,  be,  and  Is 
hereby  suspended. 

6.  New-Drug  Application  8264,  covering 
the  drug  "No-Brood,”  filed  by  Mattox  and 
Moore.  Inc.,  be,  and  is  hereby  suspended. 

7.  New-Drug  Application  9506,  covering 
the  drug  “Anti-BrOod,”  filed  by  Vineland 
Poultry  Laboratories,  be,  and  is  hereby  sus¬ 
pended. 

(Secs.  605(e),  701(a),  52  Stat.  1053,  1065; 
76  Stat.  782;  (21  U.S.C.  356(e),  371(a)).) 

Subpart  C — Exportation  of  Ne«t  Animal 
Drugs 

§  510.200  Export  of  new  animal  drug. 

Before  a  new  animal  drug  or  an  ani¬ 
mal  feed  bearing  or  containing  a  new 
animal  drug  may  be  exported.  It  must 
comply  with  the  regulations  promulgated 
under  section  512  of  the  act. 

Subpart  D — Records  and  Reports 

§  51Q.300  Records  and  reports  concern¬ 
ing  experience  with  new  animal  drugs 
for  which  an  approved  application  is 
in  effect. 

(a)  On  receiving  notification  that  an 
application  submitted  pursuant  to 
S  514.1  of  this  chapter  for  a  new  animal 
drug  is  approved,  the  applicant  shall 
establish  and  maintain  such  records  and 
make  such  reports  as  are  specified  in  this 
section  to  facilitate  a  determination  as  to 
whether  there  may  be  grounds  for  sus¬ 
pending  or  withdrawing  approval  of  the 
application  or  whether  any  applicable 
relation  should  be  amended  or  re¬ 
pealed.  The  applicant  shall  nudntain« 
adequately  organized  and  indexed  files 
containing  full  reports  of  information 
pertinent  to  the  safety  or  effectiveness 
of  the  new  animal  drug  that  have  not 
previously  been  submitted  as  part  of  his 
application  for  the  drug  and  which  are 
received  or  otherwise  obtained  by  him 
from  any  source,  as  follows: 

(1)  Unpublished  reports  of  clinical  or 
other  animal  experience,  studies,  investi¬ 
gations,  and  tests  conducted  by  the  appli¬ 


cant  or  reported  to  him  by  any  person 
involving  the  new  animal  d^  that  is  the 
subject  of  the  application  or  any  re¬ 
lated  drugs.  An  adeqiute  sumipary  and 
bibliography  of  reports  in  the  scientific 
literature  would  ordinarily  sulSce.  (Hie 
application  must  identify  at  the  time  of 
each  report  submission,  each  drug  he 
considers  related  to  the  subject  drug.) 

(2)  Experience,  investigations,  studies, 
or  tests  involving  the  chemical  or  physi¬ 
cal  prcgierties  or  any  other  properties  of 
the  new  animal  drug,  such  as  its  be¬ 
havior  or  properties  in  relation  to  micro- 
oganisms,  including  both  the  effects  of 
the  drug  on  microorganisms  and  the 
effect  of  microorganisms  on  the  drug. 

(3)  For  information  required  by  this 
section,  adequate  identification  of  its 
source,  when  known,  including  the  nam^ 
and  post  office  address  of  the  person 
furnishes  such  information. 

(4)  Copies  of  all  mailing  pieces  and 
other  labeling,  and,  if  it  is  a  prescription 
new  animal  drug,  all  advertising  other 
than  that  contained  in  the  application 
used  in  promoting  the  drug,  and  copies 
of  the  currently  used  packwe  lab^hig 
that  gives  full  information  for  use  of  the 
drug  whether  or  not  such  labeling  is  con¬ 
tained  in  the  application. 

(5)  Inforpiation  concerning  the  quan¬ 
tity  of  the  new  animal  drug  distributed 
in  a  manner  and  from  that  facilitates 
estimates  of  the  incidence  of  any  adverse 
effects  reported  to  be  associated  with  the 
use  of  the  drug.  This  does  not  require 
disclosure  of  financial,  pricing,  or  sales 
data. 

(6)  Information  concerning  any  pre¬ 
viously  unreported  changes  from  the 
conditions  described  in  an  application 
conforming  to  the  conditions  of  §  514.8 
(a)  (5)  of  this  chapter. 

(b)  The  applicant  shall  submit  to  the 
Food  and  Dnig  Administration  copies  of 
the  records  and  reports  described  in 
paragraph  (a)  of  this  section,  except 
routine  assay  and  control  records,  ap- 
pr(H>riately  identified  with  the  new  ani¬ 
mal  drug  application  (8)  to  which  they 
relate,  as  follows: 

(1)  Immediately  upon  receipt  by  the 
applicant,  complete  records  or  reports 
covering  information  of  the  following 
kinds: 

(1)  Inf  ormatlon  concerning  a  mlxup  in 
the  new  animal  drug  or  its  labeling  with 
another  article. 

(ii)  information  concerning  any  bac¬ 
teriological  or  significant  physical  or 
other  change  or  deterioration  in  the  new 
animal  drug,  or  any  failure  of  one  or 
more  distributed  batches  of  the  drug  to 
meet  the  specifications  established  for  it 
in  the  new  animal  drug  application. 

(2)  As  soon  as  possible,  and  in  any 
event  within  15  working  days  of  its  re¬ 
ceipt  by  the  applicant,  complete  records 
of  reports  concerning  any  infmmation  of 
the  following  kinds: 

(i)  Information  concerning  any  un¬ 
expected  side  effects,  injury,  toxicity,  or 
sensitivity  reaction  or  any  unexpected 
incidence  or  severity  thereof  associated 
with  clinical  use.  studies,  investigations, 
or  tests,  whether  or  not  determined  to 
be  attributable  to  the  new  animal  drug. 
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exo^t  that  this  reqiiirement  shall  not 
apply  to  the  submission  of  information 
described  in  a  written  communication  to 
the  applioont  from  the  Food  and  Drug 
Administration  as  types  of  information 
that  may  be  submitted  at  other  desig¬ 
nated  intervals.  “Unexpected”  as  used  in 
ttils  subdivision  refers  to  conditions  or 
devdopments  not  previously  submitted 
as  part  of  the  new  animal  drag  applica¬ 
tion,  or  cmidltions  and  developments 
occurring  at  a  rate  higher  than  that 
shown  by  information  previously  sub¬ 
mitted  as  part  of  the  application. 

(ii)  Information  concerning  any  un¬ 
usual  failure  of  the  pew  animal  dixig  to 
exhibit  its  expected  pharmacological 
activities. 

(3)  TIVhen  mailing  pieces,  any  other 
labeling,  and  advertising  are  devised  for 
promotion  of  the  new  animal  drug,  spec¬ 
imens  shall  be  submitted  at  the  time  of 
Initial  dissemination  of  such  labeling 
and  at  the  time  of  initial  publication  of 
any  advertisement  for  a  prescription 
drug.  Mailing  pieces  and  labeling  de¬ 
signed  to  contain  samples  of  a  drug  shall 
be  complete  except  for  the  omission  of 
the  drug. 

(4)  All  the  kinds  of  information  de¬ 
scribed  in  paragraph  (a)  of  this  section, 
other  than  that  submitted  under  the 
provisions  of  paragrai^  (b)  (1) .  (2) ,  and 
(3)  oi  this  sectim,  ^all  be  submitted 
as  follows  unless  otherwise  ordered  in 
a  written  communication  from  the 
Commissioner: 

(i)  At  intervals  within  6  months  be¬ 
ginning  with  the  date  of  approval  of  the 
new  animal  drug  application  during  the 
first  year  following  such  date,  and  at 
yearly  intervals  thereafter. 

(li)  Whenever  an  applicant  is  required 
to  submit  reports  under  the  provisions 
of  paragraph  (b)  (4)  (i)  of  this  section 
with  respect  to  more  than  one  approved 
application  for  preparations  containing 
tte  same  new  animal  drug  so  that  the 
same  item(s)  of  information  is  (are) 
required  to  be  reported  for  more  than 
one  application,  he  may  elect  to  submit 
as  a  part  of  the  report  for  one  such 
application  all  the  information  common 
to  such  applications  in  lieu  of  reporting 
separately  and  repetitively  on  each.  The 
applicant  shall  state  when  this  is  done 
and  identify  all  the  new  animal  drag 
applications  for  which  the  reports  are 
submitted. 

(iii)  TTie  submitted  copies  of  records 
and  reports  shall  include  all  the  re¬ 
quired  information  that  was  received  or 
otherwise  obtained  by  the  applicant  dur¬ 
ing  the  designated  Intervals. 

(5)  On  written  order  of  the  Commls- 
sicmer.  within  the  time  stated  in  such 
order  or  agreed  to  by  the  applicant  and 
the  Commissioner,  any  designated  rec¬ 
ords  or  reports,  containing  the  kinds  of 
information  described  in  this  section 
shall  be  submitted. 

(c)  The  applicant  shall,  upon  request 
of  any  properly  authorized  officer  or  em¬ 
ployee  of  the  Department  at  reasonable 
times,  permit  such  officers  to  have  access 
to  any  copy  and  verify  any  records  and 


reports  established  and  maintained  un¬ 
der  the  provlsicms  of  this  section. 

(d)  If  the  Food  and  Drug  Administra¬ 
tion  finds  that  the  applicant  has  failed 
to  establish  a  system  for  maintaining 
required  records  or  has  repeatedly  or 
deliberately  failed  to  maintain  such  rec¬ 
ords  or  to  make  required  reports  in  ac¬ 
cordance  with  the  provisions  of  this 
section,  or  that  the  applicant  has  refused 
to  permit  access  to  or  copying  of,  or 
verification  of  such  records  or  reports, 
the  Commissioner  shall  give  the  appli¬ 
cant  notice  and  opportunity  for  a  hear¬ 
ing  on  the  question  of  whether  to  with¬ 
draw  the  approval  of  the  application,  as 
provided  in  §  514.200  of  this  chapter. 

(e)  Upon  written  request  of  the  ap¬ 
plicant  stating  reasonable  groimds 
therefor,  the  Commissioner  will  make 
available  any  Information  in  possession 
of  the  Food  and  Drug  Administration  of 
the  kinds  the  applicant  Is  required  to 
maintain  under  the  provisions  of  this 
section,  except  information  readily 
available  to  the  applicant  from  other 
sources  or  information  which  the  Com¬ 
missioner  concludes  is  confidential. 

(f )  Hie  “applicant”  required  to  estab¬ 
lish  and  maintain  records  and  make  re¬ 
ports  required  by  this  section  includes 
any  person  whose  name  appears  on  the 
labeling  of  the  drag  as  its  manufacturer, 
packer,  or  distributor  under  an  approval 
or  who  is  engaged  in  the  manufactiulng, 
processing,  packing,  or  labeling  of  the 
drug  tmder  an  approval  of  the  new  ani¬ 
mal  drug  application  or  any  supplement 
to  it;  however,  to  avoid  unnecessary  dup¬ 
lication  in  the  submission  of  reports,  any 
such  applicant’s  obligation  to  submit  a 
report  may  be  met  by  its  submission  on 
his  behalf,  designated  as  such,  by  an¬ 
other  person  responsible  for  reporting. 

§  510.301  Records  and  reports  ronrern- 
ing  experience  with  animal  feeds 
bearing  or  containing  new  animal 
drugs  for  which  an  approved  appli¬ 
cation  is  in  effect. 

Records  and  reports  of  clinical  and 
other  experience  with  the  new  animal 
drug  will  be  maintained  and  reported, 
appropriately  identified  with  the  new 
animal  drug  application  (s)  to  which  they 
relate,  to  the  Bureau  of  Veterinary  Medi¬ 
cine  in  duplicate  in  accordance  with  the 
following; 

(a)  Immediately  upon  receipt  by  the 
applicant,  complete  records  or  reports 
covering  information  of  the  following 
kinds: 

(1)  Information  concerning  any  mixup 
in  the  new  animal  drug  or  its  labeling 
with  another  article. 

(2)  Information  concerning  any  bac- 
ipteriological,  or  any  significant  chemical, 

physical,  or  other  change  or  deteriora¬ 
tion  in  the  drug,  or  any  failure  of  one  or 
more  distributed  batches  of  the  drag  to 
meet  the  specifications  established  for 
it  in  the  new  animal  drug  application. 

(b)  As  soon  as  possible,  and  in  any 
event  within  15  working  days  of  its  re¬ 
ceipt  by  the  applicant,  complete  records 
or  reports  concerning  any  information 
of  the  following  kinds: 


(1)  Information  concerning  any  un¬ 
expected  side  effect,  injury,  toxicity,  or 
sensitivity  reaction  or  any  unexpected 
Incidence  or  severity  thereof  associated 
with  clinical  uses,  studies,  investigations, 
or  tests,  whether  or  not  determined  to  be 
attributable  to  the  new  animal  drug, 
except  that  this  requirement  shall  not 
apply  to  the  submission  of  information 
described  in  a  written  communication  to 
the  applicant  from  the  Food  and  Drug 
Administration  as  types  of  information 
that  may  be  submitted  at  other  desig¬ 
nated  intervals.  “Unexpected”  as  used 
in  this  subparagraph  refers  to  conditions 
or  developments  not  previously  submitted 
as  part  of  the  new  animal  drug  applica¬ 
tion  or  not  encountered  during  clinical 
trials  of  the  drug,  or  conditions  or  de¬ 
velopments  occurring  at  a  rate  higher 
than  shown  by  informatian  previously 
submitted  as  part  of  the  new  animal  drug 
application  or  at  a  rate  higher  than  en¬ 
countered  during  such  clinical  trials. 

(2)  Information  concerning  any  un¬ 
usual  failure  of  the  new  animal  drug  to 
exhibit  its  expected  pharmacological 
activity. 

§  510.302  Reporting  forms. 

.  (a)  The  information  described  in 

S  510.300  except  that  described  in  para¬ 
graph  (b).  (1),  (2),  and  (3)  of  that  sec¬ 
tion  shall  be  submitted  appropriately 
identified  with  the  new  animal  drag  ap¬ 
plication  (s)  to  which  they  relate  in  dupli¬ 
cate  on  Form  PD-2301  “Transmittal  of 
Periodic  Reports  and  Promotional  Ma¬ 
terial  for  New  Animal  Drags." 

(b)  All  adverse  experiences  with  new 
animal  drugs  as  described  in  S§  510.300 
(b)  (2)  or  510.301(b)  whether  or  not  re¬ 
lated  to  a  required  periodic  repmt  sub¬ 
mitted  on  a  Form  FD-2301,  shall  be  re¬ 
ported  on  Form  FD-1932  “Adverse  Drug 
Reaction”  (except  as  provided  in  para¬ 
graph  (c)  of  this  section).  Reports  of 
adverse  drug  experiences  may  be  sub¬ 
mitted  initially  in  the  form  of  a  written 
communication,  but  any  such  commttni- 
cation  shall  be  followed  promptly  (but 
not  necessarily  within  the  prescribed  15 
working  days)  by  a  completed  Form  FD- 
1932.  A  separate  “Adverse  Drug  Reac¬ 
tion”  form  should  be  submitted  for  each 
patient  where  feasible. 

(c)  In  lieu  of  Form  FD-1932  the 
holder  of  an  approved  new  animal  drag 
application  may  submit  (1)  a  com¬ 
puterized  report  if  the  Information  con¬ 
tained  therein  and  the  sequence  in  which 
it  is  presented  are  equivalent  to  that  re¬ 
quired  by  Form  FD-1932  and  the  report 
is  submitted  in  duplicate.  Such  reports 
will  require  initial  approval  by  the  Food 
and  Drug  Administration  prior  to  use; 
and 

(2)  Copies  of  reports  of  reactions 
appearing  in  the  published  scientific 
literature  may  be  submitted. 

(d)  Forms  FD-1932  and  FD-2301,  with 
Instructions  for  their  use.  may  be  ob¬ 
tained  from  the  Food  and  Drug  Admin¬ 
istration.  Department  of  Health.  Educa¬ 
tion.  and  Welfare.  Bureau  of  Veterinary 
Medicine,  5600  Fishers  Lane,  Rockville. 
MD  20852. 
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§  510.310  Records  and  reports  on  new 
animal  drugs  and  antibiotics  for  use 
in  animais  for  which  applications  or 
certification  Forms  5  and  6  became 
effective  or  were  approved  prior  to 
June  20, 1963. 

(a)  Each  applicant  for  whom  a  new 
animal  drug  application  or  supplement 
for  a  drug  for  use  in  animals  became 
effective  or  was  approved  at  any  time 
prior  to  June  20,  1963,  each  person  hold¬ 
ing  an  approved  Form  5  or  6  for  an  anti¬ 
biotic  dnig  for  use  in  animals  at  any  time 
prior  to  June  20,  1963,  and  each  person 
who  has  been  manufactiulng  and/or 
marketing  a  product  deemed  approved 
under  99  510.510  and  510.515,  shall  sub¬ 
mit  in  duplicate  the  following  informa¬ 
tion  for  each  dosage  form  within  90  days 
from  the  effective  date  of  this  section; 

(1)  Identification  of  the  dosage  form 
of  the  new  animal  drug  by  its  established 
and  proprietary  names.  If  any,  the  for¬ 
mula  showing  quantitatively  each  ingre¬ 
dient  of  the  drug  to  the  extent  disclosed 
on  the  label  (a  copy  of  the  label  will  or¬ 
dinarily  fulfill  this  requirement),  the 
route  of  administration,  and  the  new  ani¬ 
mal  drug  or  other  identillcatlon  or  ap- 
plicatkm  number. 

(2)  Whether  the  new  animal  drug  was 
marketed  and  whether  it  is  currently 
marketed. 

(3)  If  the  new  animal  drug  was  mar¬ 
keted  and  marketing  has  been  discon¬ 
tinued,  the  date  and  reason  for  discon¬ 
tinuing  its  marketing. 

(b)  Such  reports  shall  be  addressed  to 
the  Department  of  Health,  Education, 
and  Welfare,  Food  and  Drug  Adminis¬ 
tration,  Bureau  of  Veterinary  Medicine 
(HPV-1),  5600  Fishers  Lane,  Rockville, 
MD  20852,  and  shall  be  distinctly  marked 
“New  Animal  Ih^  (or  Antibiotic)  Re¬ 
port.”  together  with  the  applicable  new 
animal  drug  application  number,  anti¬ 
biotic  account  number,  or  other  identi¬ 
fication  on  the  envelope. 

(c)  Reports  showing  that  a  new  ani¬ 
mal  drug  was  not  marketed  or  has  been 
discontinued  may  be  followed  by  publi¬ 
cation  in  the  Federal  Register  of  a  no¬ 
tice  of  a  proposal  to  withdraw  approval 
of  such  application,  <m  any  of  the 
ground^  specified  in  section  512  of  the 
act,  giving  any  Interested  person  who 
would  be  adversely  affected  by  such  an 
order  an  opportunity  to  respond  and 
avail  himself  of  a  hearing  prior  to  the 
Issuance  of  such  order.  This  will  allow 
any  person  distributing  a  new  animal 
chng  that  was  covered  by  an  application 
held  by  a  person  who  did  not  market  the 
drug  or  who  has  abandoned  marketing 
of  the  drug  an  opportunity  to  show 
cause  why  approval  of  the  application 
should  not  be  withdrawn  and  why  mar¬ 
keting  of  the  drug  should  not  be 
discontinued. 

§  510.350  Rerords  of  di«tribution  of 
animal  drugs  subject  to  section 
512  (n)  of  the  act. 

(a)  The  person  who  requested  certifi¬ 
cation  shall  keep  complete  records  show¬ 
ing  each  shipment  and  other ,  delivery 
(including  exports)  of  each  'certified 
batch  or  part  thereof  by  such  person  or 


by  any  person  subject  to  his  control. 
Such  records  shall  show  the  date  and 
quantity  of  each  such  shipment  or  de¬ 
livery  and  the  name  and  post-office  ad¬ 
dress  of  the  person  to  whom  such  ship¬ 
ment  or  delivery  was  made,  and  shall  be 
kept  for  not  less  than  3  years  after  such 
date. 

(b)  Upon  the  request  of  any  officer  or 
employee  of  the  Food  and  Drug  Adminis¬ 
tration,  or  of  any  other  officer  or  em¬ 
ployee  of  the  United  States  acting  on 
behalf  of  the  Secretary,  the  person  to 
whom  a  certificate  is  issued  shall  at  all 
reasonable  hours  make  such  records 
available  to  any  such  officer  or  employee 
and  shall  accord  to  him  full  opportunity 
to  make  inventory  of  stocks  of  such 
batch  on  hand  and  otherwise  to  check 
the  correctness  of  such  records. 

Subpart  E — Requirements  for  Specific 
New  Animal  Drugs 

§  510.410  (Ilorticosteroids  for  oral,  in¬ 
jectable,  and  intramammary  use  in 
animals;  vramings;  labeling  require¬ 
ments. 

(a)  The  Food  and  Drug  Administra¬ 
tion  has  received  reports  concerning  side 
effects  associated  with  the  oral.  Injecta¬ 
ble,  and  intramammary  use  of  corti¬ 
costeroid  drugs  in  animals.  The  use  of 
these  drugs  has  resiilted  in  premature 
partmitlon  when  administered  during 
the  last  trimester  of  pregnancy.  Prema¬ 
ture  parturition  may  be  followed  by 
dystocia,  fetal  death,  retained  placenta, 
and  metritis.  These  drugs,  unless  they 
are  intended  for  Intramammary  use  are 
required  to  carry  the  veterinary  prescrip¬ 
tion  legend  and  are  subject  to  the  label¬ 
ing  requirements  of  9  201.105  of  this 
chapter. 

(b)  In  view  of  these  potentially  serious 
side  effects,  the  Commissioner  of  Food 
and  Drugs  has  concluded  that  the  label- 

^  ing  on  or  within  the  package  from  which 
'the  product  is  to  be  dispensed,  and  any 
other  labeling  furnishing  or  purporting 
to  furnish  information  for  the  use  of 
these  preparations,  should  bear  con¬ 
spicuously; 

(1)  If  subject  to  the  labeling  require¬ 
ments  of  9  201.105  of  this  chapter  the 
following  warning  statement: 

Warning:  Clinical  and  experimental  data 
have  demonstrated  that  corticosteroids  ad¬ 
ministered  orally  or  by  injection  to  animals 
may  Induce  the  first  stage  of  parturition 
when  administered  during  the  last  trimester 
of  pregnancy  and  may  precipitate  premature 
parturition  followed  by  dystocia,  fetal  death, 
retained  placenta,  and  metritis. 

(2)  If  intended  for  intramammary 
use,  the  following  warning  statement: 

Warning;  Studies  have  demonstrated  that 
corticosteroids  may  cause  abortion  or  pre¬ 
mature  birth  when  given  during  the  last 
third  of  pregnancy  and  also  may  lead  to 
difficulty  In  giving  birth,  death  of  fetus,  re¬ 
tained  afterbirth  and  Infection  of  the  uterus. 
Therefore,  to  prevent  these  side  effects,  this 
preparation  should  not  be  administered  dur¬ 
ing  the  last  third  of  pregnancy. 

The  label  revisions  described  above 
should  be  placed  into  effect  at  the  earliest 
possible  time  and  may  be  implemented 


without  prior  approval  as  provided  for 
in  9  514.8  (d)  arid  (e)  of  this  chapter. 

(c)  Approved  new  animal  (irug  appli¬ 
cations  which  have  not  been  suiqile- 
mented  in  accordance  with  paragraph 
(b)  of  this  section  within  60  days  follow¬ 
ing  the  date  of  publication  of  this  state¬ 
ment  of  policy  in  the  Federal  Register 
will  be  subject  to  provisions  of  section 
512(e)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

§  510.440  Injectable  iron  preparations. 

There  has  been  an  increasing  interest 
in  the  use  of  injectable  iron  compounds 
for  the  prevention  or  treatment  of  iron- 
deficiency  anemia  in  animals.  Although 
some  such  preparations  have  been  shown 
to  be  safe,  such  articles  are  repuxl«l  as 
new  animal  drugs  within  the  meaning  of 
the  Federal  Food,  Drug,  and  Coemetic 
Act.  Accordingly,  an  approved  new  ani¬ 
mal  drug  application  is  required  prior  to 
the  marketing  of  such  preparations 
within  the  jurisdiction  of  the  act.  hi  ad¬ 
dition  to  the  need  for  demonstrating  the 
safety  of  such  articles,  the  labeling  of 
such  preparations  should  not  only  recom¬ 
mend  appropriate  dosages  of  iron  but 
also  declare  the  amount  (in  milligrams) 
of  available  iron  (Fe)  pm*  milliliter  of 
the  subject  product. 

§  510.450  Sulfonamide-containing  drugs 
for  oral,  injectable,  intraihammary, 
or  intrauterine  use  in  food-producing 
animais. 

(a)  The  Commissioner  of  Food  and 
Drugs  annotmeed  in  the  Federal  Regis¬ 
ter  of  October  23,  1970  (35  ER  16538) 
the  need  for  additional  information  re¬ 
garding  the  labeling  and  residues  of  sul¬ 
fonamide-containing  drugs  as  follows: 

(1)  New  information  available  to  the 
Commissioner  of  Food  and  Drugs  has 
shown  that,  under  certain  circumstances 
where  food-producing  animals  have  been 
treated  with  oral  or  parenteral  sulfona¬ 
mide-containing  drugs,  sulfonamide  resi¬ 
dues  may  be  detected  in  the  edible  prod¬ 
ucts  of  such  animals  when  they  are 
slaughtered  within  10  days  of  the  last 
treatment. 

(2)  The  presence  of  sulfonamide  resi¬ 
dues  in  food  constitutes  an  adulteration 
within  the  meaning  of  section  402(a)  (2) 
(D)  of  the  act  in  the  absence  of  a  toler¬ 
ance  for  such  residues  established  pur¬ 
suant  to  section  512 (i)  of  the  act. 

(3)  To  assure  that  edible  products 
from  treated  animals  are  safe  for  human 
consumption,  the  labeling  of  prepara¬ 
tions  which  contain  sulfonamide  drugs 
intended  for  oral  or  parenteral  use  and 
which  are  not  the  subject  of  a  regulation 
providing  for  such  use  shall  bear: 

(i)  A  statement  that  the  use  of  the 
drug  (other  than  use  in  chickens)  must 
be  discontinued  10  days  before  treated 
animals  are  slaughtered  for  food;  or 

(ii)  A  statement  of  withdrawal  ijerlod 
which  has  been  established  based  upon 
data  submitted  to  the  Commissioner  and 
foimd  satisfactory  for  the  elimination  of 
drug  residues  from  edible  products. 

(4)  It  has  been  concluded  that,  be¬ 
cause  of  poultry  husbandry  practices  in 
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the  production  of  chickens,  withdrawal 
periods  exceeding  5  days  for  dnigs  ad¬ 
ministered  continuously,  are  not  gener¬ 
ally  practical  and  cannot  reasonably  be 
expected  to  be  followed.  Therefore,  it  is 
concluded  that  such  sulfonamide  drugs 
are  not  to  be  used  continuously  in  chick¬ 
ens  unless  a  withdrawal  period  which 
does  not  exceed  5  days  has  been  estab¬ 
lished  in  accordance  with  p>aragraph  (a) 

(3)  (ii)  of  this  section. 

(5)  Labeling  revisions  required  for 
compliance  with  this  paragraph  were  to 
be  made  at  the  earliest  possible  time  and, 
in  any  case  by  January  21, 1971.  Any  such 
products  now  on  the  market  and  not  in 
compliance  with  this  paragraph  are  sub¬ 
ject  to  regvilatory  action. 

(6)  The  labeling  requirements  of  para¬ 
graph  (a)(3)(i)  of  this  secton  were 
disclosure  of  any  record  in  the  NADA  file 
adc^ted  as  an  interim  measure.  Sponsors 
of  sulfonamide-containing  drugs  subject 
to  the  provisions  of  this  section  were  re¬ 
quired  to  submit  by  October  22,  1971, 
adequate  data  to  permit  the  establish¬ 
ment  of  appropriate  withdrawal  periods 
as  required  by  paragraph  (a)(3) (ii)  of 
this  section. 

(b)  Recently  available  studies  indicate 
that  the  degree  of  thyroid  response  to 
exposure  to  sulfonamide  drugs  should  be 
given  greater  significance  in  the  evalua¬ 
tion  of  sulfonamide  toxicity  and  in  the 
determination  of  “no-effect”  levels  of 
the  drugs  in  laboratory  animals  to  sup¬ 
port  the  establishment  of  tolerances  for 
negligible  residues  of  sulfonamides,  in 
edible  products  from  treated  animals. 

(c)  The  Commissioner  has  concluded 
that  because  of  questions  raised  regard¬ 
ing  sulfonamide  toxicity  there  is  a  need 
to  facilitate  a  determination  of  whether 
there  are  grounds  to  invoke  section  512 
(e)  of  the  act  regarding  the  continued 
use  of  these  sulfonamide-containing 
drugs.  Therefore,  it  has  been  concluded 
that  sulfonamide-containing  drugs  for 
oral,  injectable,  intrauterine  or  intra¬ 
mammary  use  in  food-producing  animals 
are  new  animal  drugs  for  which  ap¬ 
proved  new  animal  drug  applications  are 
required.  All  persons  or  firms  marketing 
such  drugs  which  are  not  now  the  subject 
of  an  approved  new  animal  drug  appli¬ 
cation  must  submit  a  complete  new  ani¬ 
mal  drug  application  on  or  before  Janu¬ 
ary  20.  1975  for  these  drugs  if  marketing 
is  to  continue  during  the  interim.  Any 
such  drug  then  on  the  market  which  is 
not  the  subject  of  an  application  submit¬ 
ted  for  such  drug  will  be  deemed  adulter¬ 
ated  within  the  meaning  of  section  501 
(a)  (5)  of  the  act  and  subject  to  regula¬ 
tory  action.  The  submission  of  applica¬ 
tions  for  sulfonamide-containing  drugs 
pursimnt  to  S  558.15  (38  FR  9811)  which 
were  required  to  be  submitted  by  July  19, 
1973  will  be  adequate  to  meet  the  re¬ 
quirements  for  submission  of  an  appli¬ 
cation  pursuant  to  this  section. 

(d)  Under  the  provisions  of  section 
512(1)  of  the  act,  by  July  22,  1975,  each 
sponsor  of  a  new  animal  drug  applica¬ 
tion  for  a  sulfonamide-containing  drug 
labeled  for  oral,  injectable,  intrauterine 
or  intramammary  use  in  food-producing 
animals  shall  submit,  for  each  such  drug. 


the  results  of  90-days  subacute  toxicity 
studies  in  one  rodent  and  one  non-rodent 
species.  The  studies  shall  include  a  de¬ 
termination  of  a  “no-effect”  level  of  the 
drug  using  thyroid  response  as  one 
parameter.  Protocols  may  be  submitted 
to  the  Food  and  Drug  Administration  for 
review  prior  to  the  initiation  of  studies. 
If  an  evaluation  of  the  results  of  these 
studies  shows  that  existing  methodology 
used  to  establish  negligible  tolerances 
for  residues  of  the  sulfonamide  drugs  in 
edible  tissues  is  not  of  adequate  sensi¬ 
tivity  and  specificity,  improved  method¬ 
ology  will  be  required.  Any  such  drug 
then  on  the  market  which  is  not  the  sub¬ 
ject  of  such  submitted  studies  will  be 
subject  to  the  provisions  of  section  512 

(e)  (2)  (A)  of  the  act. 

(e)  New  animal  drug  applications  and 
the  data  required  by  this  section  pursu¬ 
ant  to  section  512<1)  of  the  act  shall  be 
submitted  to  the  Food  and  Drug  Admin¬ 
istration,  Bureau  of  Veterinary  Medi¬ 
cine.  Division  of  New  Animal  Drugs, 
HFV-300,  5600  Fishers  Lane,  Rockville, 
MD  20852. 

Subpart  F — Animal  Use  Exemptions  From 
Certification  and  Labeling  Requirements 

Authoeity:  Sec.  507,  59  Stat.  463  as 
amended  (21  U.S.C.  357). 

§  510.505  Antibiotic  drug^s  subject  to 
section  512(n)  of  the  act  for  fish 
diseases. 

Any  antibiotic  drug  subject  to  the  reg¬ 
ulations  in  this  chapter  intended  for  use 
solely  in  the  prevention  or  treatment  of 
disease  in  fish  and  conspicuously  so  la¬ 
beled  shall  be  exempt  from  the  require¬ 
ments  of  sections  502(1)  and  507  of  the 
act  and  the  certification  requirements  of 
section  512(n)  of  the  act  if  the  fish  so 
treated  are  not  intended  for  human 
consumption. 

§  510.510  Antibiotic  drugs  for  use  in 
medicated  animal  feed  (antibiotic 
medicated  feed  premixes). 

Antibiotic  drug  premixes  subject  to 
section  512(n)  of  the  act  shall  be  exempt 
from  the  certification  requirements  un¬ 
der  the  conditions  specified  in  S  510.5(b) . 

§  510.515  Animal  feeds  bearing  or  con¬ 
taining  new  animal  drugs  subject  to 
the  provisions  of  section  512(n)  of 
the  act. 

Animal  feeds  that  bear  or  contain  pen¬ 
icillin.  streptomycin  in  combination  with 
penicillin  chlortetracycline,  bacitracin, 
feed  grade  bacitracin,  feed  grade  man¬ 
ganese  bacitracin,  feed  grade  zinc  baci¬ 
tracin.  and  bacitracin  methylene  disali¬ 
cylate,  with  or  without  added  suitable 
nutritive  ingredients,  are  approved  for 
use  if  they  comply  with  the  requirements 
of  Part  558  of  this  chapter  and  any 
one  of  the  following  paragraphs  of  this 
section: 

(a)  It  Is  Intended  for  use  solely  as  an 
animal  feeding  supplement,  it  is  con¬ 
spicuously  so  labeled,  and  it  Is  manufac¬ 
tured  with  or  without  one.  but  only  one, 
of  the  following  ingredients  in  a  quan¬ 
tity,  by  weight  of  feed,  as  hereinafter 
Indicated: 

(1)  Arsanilic  acid:  Not  less  than  0.005 
percent  and  not  more  than  0.01  percent. 


(2)  Sodium  arsanilate:  Not  less  than 
0.005  percent  and  not  more  than  0.01 
percent. 

(3)  3  -  Nitro  -  4-hydroxyphenylar8onlc 
acid:  Not  less  than  0.0025  percent  and 
not  more  than  0.0075  percent  except  In 
chicken  or  turkey  feed  which  shall  con¬ 
tain  not  less  than  0.0025  percent  and  not 
more  than  0.005  percent. 

(4)  Furazolidone:  0.00083  percent. 

(5)  Furazolidone  0.00083  percent,  with 
or  without  nltrofurazone  0.0056  percent, 
and/or  3-nltro-4-hydroxyphenylarsonlc 
acid  not  less  than  0.0025  percent  and 
not  more  than  0.0075  percent  except  In 
chicken  or  turkey  feed  in  which  the  limit 
of  3-nItro-4-hydroxyphenylarsonIc  acid 
shall  be  not  less  than  0.0025  percent  and 
not  more  than  0.005  percent. 

(b)  It  is  intended  for  use  in  the  condi¬ 
tions  set  forth  in  any  one  of  the  follow¬ 
ing  subparagraphs  of  this  paragraph: 

(1)  It  is  Intended  for  use  solely  In  the 
prevention  of  coccidiosis  outbreaks  In 
poultry  flocks.  Its  labeling  bears  adequate 
directions  and  warnings  for  such  use. 
and  it  contains  one.  but  only  one,  of  the 
following  ingredients  in  a  quantity,  by 
weight  of  feed,  as  hereinafter  indicated: 

(1)  Sulfaquinoxaline:  Not  less  than 
0.0125  percent  and  not  more  than  0.025 
percent. 

(ii)  [Reserved! 

(ill)  Nltrofurazone:  0.0056  percent. 

(Iv)  N*-acetyl-N'-(4-nitrophenyl)  sul¬ 
fanilamide  0.03  percent  and  3-nltro-4- 
hydrox3rphenylarsonic  acid  0.005  percent. 

(v)  Furazolidone  0.00083  percent,  nl¬ 
trofurazone  0.0056  percent,  with  or  with¬ 
out  3  -  nitro  -  4  -  hydroxyphenylarsonlc 
acid  not  less  than  0.0025  percent  and  not 
more  than  0.005  percent. 

(2)  It  Is  Intended  for  use  solely  in  the 
control  of  coccidiosis  outbreaks  In  poul¬ 
try  flocks.  Its  labeling  bears  adequate 
directions  and  warnings  for  such  use,  and 
It  contains  one.  but  only  one,  of  the  fol¬ 
lowing  Ingredients  in  a  quantity,  by 
weight  of  feed,  as  hereinafter  Indicated: 

(1)  Sulfaquinoxaline:  Not  less  than 
0.033  percent  and  not  more  than  0.10 
percent. 

(li)  [Reserved! 

(iii)  Nltrofurazone:  0.0056  percent. 

(3)  It  is  intended  for  use  solely  In  the 
prevention  of  outbreaks  of  hlstomoniasls 
(“blackhead”)  in  turkey  flocks.  Its  label¬ 
ing  bears  adequate  directions  and  warn¬ 
ings  for  such  use,  and  it  contains  one. 
but  only  one,  of  the  following  ingredients 
in  a  quantity,  by  weight  of  feed,  as  here¬ 
in  after  indicated: 

(1)  2-Amlno-5-nitrothlazole:  0.05  per¬ 
cent. 

(il)  4-Nltrophenylarsonlc  acid:  0.025 
percent. 

(4)  It  Is  intended  for  use  solely  in  the 
control  of  outbreaks  of  hlstomoniasls 
(“blackhead”)  In  turkey  flocks.  Its  label¬ 
ing  bears  adequate  directions  and  warn¬ 
ings  for  such  use,  and  it  contains  2- 
amlno-5-nltrothlazole  In  a  quantity,  by 
weight  of  feed,  of  0.10  percent. 

(5)  It  Is  Intended  for  use  solely  as  an 
anthelmintic  for  poultry  or  swine.  Its 
labeling  bears  adequate  directions  and 
warnings  for  such  use,  and  It  contains 
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one,  but  only  one,  of  the  following  in¬ 
gredients  In  a  quantity,  by  weight  of  feed, 
as  hereinafter  Indicated: 

(I)  Dl-^-butyl  tin  dllaurate  0.07  per¬ 
cent.  nicotine  0.03  percent,  and  pheno- 
thlazlne  0.29  percent. 

(II)  Nicotine  0.067  percent,  pheno- 
thlazine  0.60  percent,  and  2,2'-dihy- 
droxy-5.5'-dlchlorodlphenylmethane  0.28 
percent. 

(III)  Phenothlazine,  not  less  than  0.3 
percent  and  not  more  than  1.0  percent, 
and  nicotine,  not  less  than  0.03  percent 
and  not  more  than  0.07  percent. 

(Iv)  Phenothlazine.  not  less  than  0.3 
percent  and  not  more  than  1.0  percent. 

(V)  Nicotine,  not  less  than  0.03  per¬ 
cent  and  not  more  than  0.07  percent. 

(vl)  Sodlmn  fluoride  0.3  percent  and 
sodium  sulfate  2.0  percent. 

(vil)  [Reserved] 

(vlll)  [Reserved] 

(lx)  Sodium  fluoride,  not  less  than  0.5 
percent  and  not  more  than  1.0  percent. 

(x)  Piperazine  dihydrochloride,  not 
less  than  0.18  percent  and  not  more  than 
0.72  percent  (piperazine  base  0.1  percent 
to  0.4  percent) . 

(xl)  Piperazine  phosphate  monohy¬ 
drate.  not  less  than  0.23  percent  and  not 
more  than  0.92  percent  (piperazine  base 
0.1  percent  to  0.4  percent) . 

(xil)  Piperazine  sulfate,  not  less  than 
0.21  percent  and  not  more  than  0.85  per¬ 
cent  (piperazine  base  0.1  percent  to  0.4 
percent) . 

(xili)  Piperazine  monohydrochloride, 
not  less  than  0.13  percent  and  not  more 
than  0.52  percent  (piperazine  base  0.1 
percent  to  0.4  percent) . 

(xlv)  Dl-N-butyl  tin  dllaurate  0.07 
percent,  piperazine  sulfate  0.12  percent 
and  phenothlazine  0.29  percent. 

(6)  It  Is  Intended  for  use  solely  in  the 
prevention  of  chronic  respiratory  disease 
(air-sac  infection)  and  hexamitiasis  In 
poultry,  bacterial  swine  enteritis,  and/ 
or  bacterial  calf  diarrhea;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use,  and  It  contains,  per  ton 
of  feed,  not  less  than  50  grams  of  chlor- 
tetracycllne  or  oxsrtetracycllne  or  a  com¬ 
bination  of  such  drugs;  or,  if  It  Is  In¬ 
tended  solely  for  use  as  sm  aid  In  the 
prevention  of  bacterial  swine  enteritis. 
It  contains,  per  ton  of  feed,  not  less  than 
45  grams  nor  more  than  90  grams  of 
penicillin  and  streptomycin  In  a  combi¬ 
nation  containing  16.7  percent  penicillin. 
If  It  contains  not  less  than  100  grams 
of  chlortetracyline  or  oxytetracycllne 
or  a  combination  of  such  drugs  per  ton 
of  feed.  It  may  also  be  represented  for 
use  as  an  aid  hi  the  prevention  of  s3mo- 
vitls  in  poultry.  When  intended  for  the 
uses  speclfled  in  this  subparagraph,  it 
may  also  contain.  In  the  amount  speclfled 
one,  but  only  one,  of  the  ingredients  pre¬ 
scribed  by  paragraph  (a)  of  this  section. 

(7)  (1)  It  is  Intended  for  use  solely  as 
a  treatment  for  complicated,  chronic 
respiratory  disease  (air-sac  infection), 
infectious  sinusitis,  blue  comb  (nonspe- 
clflc  infectious  enteritis,  mud  fever) ,  and 
hexamitiasis  in  poultry,  and/or  bacterial 
swine  enteritis;  its  labeling  contains  ade- 
qiiate  directions  and  warnings  for  such 
use;  and  It  contains,  per  ton  of  feed,  not 


less  than  100  grams  of  chlortetracycllne 
or  oxytetracycllne  or  a  combination  of 
such  drugs  or  not  less  than  90  grams  nor 
more  than  180  grams  of  pencillin  and 
streptomycin  in  a  combination  contain¬ 
ing  16.7  percent  penicillin.  If  it  contains 
not  less  than  200  grams  of  chlortetracy¬ 
cllne  or  oxytetracycllne  or  a  combination 
of  such  drugs  per  ton  of  feed,  it  may  also 
be  represented  for  use  as  an  aid  in  the 
control  of  synovitis  in  poultry.  When 
Intended  for  the  uses  speclfled  in  this 
subparagraph,  it  may  also  contain,  in 
the  amount  speclfled,  one,  but  only  one. 
of  the  ingredients  prescribed  by  para¬ 
graph  (a)  of  this  section.  If  it  is  In¬ 
tended  for  use  solely  in  poultry,  it  may 
contain  0.1  percent  of  para-aminoben- 
zoic  acid  or  the  sodium  or  potassium  salt 
of  para-aminobenzoic  acid;  or  if  it  is 
intended  for  continuation  of  coccidiosis 
prevention  it  shall  contain,  in  the 
amount  speclfled.  one  of  the  ingredients 
prescribed  by  paragraph  (b)(1)  of 
this  section.  If  it  is  intended  for  use 
solely  in  the  treatment  of  the  diseases 
of  chickens  described  in  this  subpara¬ 
graph.  it  contains,  per  ton  of  feed,  not 
less  than  100  grams  and  not  more  than 
200  grams  of  chlortetracycllne  and  it 
contains  not  less  than  0.4  percent  and 
not  more  than  0.8  percent  of  dietary  cal¬ 
cium,  then  representations  may  be  made 
in  its  labeling  to  the  effect  that  the  re¬ 
duced  amount  of  calcium  aids  in  increas¬ 
ing  the  concentrations  of  the  antibiotic 
in  the  blood  of  treated  birds;  the  labeling 
of  such  medicated  feed  shall  Include  that 
required  by  9  121.208  of  this  chapter.  If 
it  is  Intended  for  use  solely  as  a  treat¬ 
ment  for  bacterial  swine  enteritis,  it  may 
contain,  per  ton  of  feed,  not  less  than  90 
grams  nor  more  than  270  grams  of  penl. 
clllin  and  streptomycin  in  a  combination 
containing  16.7  percent  pencillin.  pro¬ 
vided  that  its  labeling  bears  a  warning 
that  the  feed  is  not  to  be  used  for  more 
than  14  days. 

(11)  It  is  also  intended  for  use  in  the 
prevention  and  control  of  coccidiosis  in 
chickens  caused  by  E.  teneUa  and  E. 
necatrix;  its  labeling  bears  adequate  di¬ 
rections  and  warnings  for  such  use  (in¬ 
cluding  the  directions  and  warnings 
required  by  paragraph  (b)(7)(i)  of  this 
section) ,  and  it  contains,  per  ton  of 
feed,  200  grams  of  chlortetracycline  and 
0.8  percent  of  dietary  calcium. 

(iii)  It  is  also  intended  for  use  in  the 
treatment  of  coccidiosis  in  chickens 
caused  by  E.  tenella  and  E.  necatrix;  its 
ladling  bears  adequate  directions  and 
warnings  for  such  use  (including  the 
directions  and  warnings  required  by 
paragraph  (b)  (7)  (i)  of  this  section) ; 
and  it  contains,  per  ton  of  feed,  200 
grams  of  chlortetracycline  and  0.4  per¬ 
cent  to  0.55  percent  of  dietary  calcium. 

(8)  It  is  intended  for  use  solely  in  the 
prevention  of  coccidiosis  and  hexa- 
mltasis  outbreaks  in  turkey  flocks,  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use.  and  it  contains 
di-N-butyl  tin  dllaurate  in  a  quantity,  by 
weight  of  feed,  of  0.0375  percent. 

(9)  It  is  intended  for  use  solely  in  the 
prevention  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection),  infectious 
sinusitis,  and  blue  comb  (nonspecific  in¬ 


fectious  enteritis)  in  poultry  and/or  bac¬ 
terial  swine  enteritis;  its  labeling  bears 
adequate  directions  and  warnings  for 
such  use,  and  it  contains,  per  ton  of 
feed,  the  equivalent  of  not  less  than 
50  grams  and  not  more  than  100  .  grams 
of  bacitracin,  or  not  less  than  50  grams 
and  not  more  than  100  grams  of  peni¬ 
cillin,  or  not  less  than  50  grams  and  not 
more  than  100  grams  of  penicillin  and 
bacitracin  in  a  combination  containing 
not  less  than  50  percent  nor  more  than 
75  percent  of  bacitracin.  When  intended 
for  the  uses  speclfled  in  this  subpara¬ 
graph,  it  may  also  contain,  in  the  amount 
specified,  one,  but  only  one,  of  the  in¬ 
gredients  prescribed  by  paragraph  (a) 
of  this  section. 

(10)  It  is  intended  for  use  solely  in 
the  treatment  of  chronic  respiratory  dis¬ 
ease  (air-sac  infection),  infections  si¬ 
nusitis.  and  blue  comb  nonspecifle  in¬ 
fectious  enteritis)  in  poultry  and/or 
bacterial  swine  enteritis;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use;  and  it  contains,  per  ton 
of  feed,  the  equivalent  of  either  100 
grams  of  penicillin,  or  not  less  than  100 
grams  and  not  more  than  500  grams  of 
bacitracin  (as  bacitracin  or  zinc  baci¬ 
tracin).  or  not  less  than  100  grams  and 
not  more  than  200  grams  of  bacitracin 
(as  bacitracin  methylene  disalicylate), 
or  not  less  than  100  grams  and  not  more 
than  500  grams  of  penicillin  and  baci¬ 
tracin  (as  bacitracin  or  zinc  bacitracin) 
in  a  combination  containing  not  less  than 
50  percent  nor  more  than  75  percent  of 
bacitracin  but  in  no  case  containing 
more  than  125  grams  of  penicillin,  or 
not  less  than  100  grams  and  not  more 
than  200  grams  of  penicillin  and  baci¬ 
tracin  (a  bacitracin  methylene  dl- 
salicylate)  in  a  combination  containing 
not  less  than  25  percent  of  penicillin 
nor  less  than  50  percent  of  bacitracin; 
except  that,  if  it  is  intended  for  the 
treatment  of  bacterial  swine  enterlstls, 
it  contains,  per  ton  of  feed,  either  100 
grams  of  bacitracin  (as  bacitracin,  zinc 
bacitracin,  or  bacitracin  methylene  dl- 
salicylate),  or  100  grams  of  a  combina- 
ation  of  penicillin  and  bacitracin  (as 
bacitracin,  zinc  bacitracin,  or  bacitracin 
methylene  disalicylate),  containing  not 
less  than  50  percent  nor  more  than  75 
percent  of  bacitracin.  When  intended 
for  the  uses  specified  in  this  subpara¬ 
graph.  it  may  also  contain,  in  the  amoimt 
specified,  one,  but  only  one,  of  the  in¬ 
gredients  prescribed  by  paragraph  (a) 
of  this  section;  Provided,  however.  That 
the  level  of  antibiotic  or  antibiotic  com¬ 
bination  present  is  not  greater  than  the 
minimum  amoimt  specified  therefor  in 
this  subparagraph. 

(11)  It  is  intended  for  use  solely  as  a 
treatment  for  bacterial  swine  enteritis 
caused  by  Salmonella  choleraesuis,  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use,  and  it  contains 
nitrofurazone  in  a  quantity,  by  weight 
of  feed,  of  0.056  percent. 

(12)  It  is  intended  for  use  solely  in  the 
prevention  of  coccidiosis,  chronic  res¬ 
piratory  disease  (air-sac  Infection)  and 
hexamitiasis  in  poultry;  its  labeling 
bears  adequate  directions  and  warnings 
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for  such  use;  and  it  contains,  in  the 
amount  specifiedi  of  the  ingredients 
prescribed  by  paragraph  (b)(1)  of  this 
section  and  not  less  than  50  grams  of 
chlortetracycline  per  ton  of  feed.  When 
intended  for  such  uses  it  may  also  con¬ 
tain  oxytetracycline  in  a  quantity  not 
less  than  50  grams  per  ton  of  feed. 

(13)  It  is  intended  for  use  solely  in 
the  prevention  or  treatment  of  chr(mlc 
respiratory  disease  (air-sac  infection) 
and  infectious  sinusitis  in  poultry;  its 
labelmg  bears  adequate  directions  and 
warnings  for  such  use;  and  it  contains 
not  less  than  0.1  percent  para-amino- 
benzoic  acid  or  the  sodium  or  potassium 
salt  of  para-aminobenzoic  acid. 

(14)  It  is  intended  solely  as  an  aid 
in-Uie  prevention  and  control  of  losses 
due  to  low-giade  bacterial  enteritis  in 
mink;  its  labeling  bears  adequate  direc¬ 
tions  and  warnings  for  such  use;  and  it 
contains  not  less  than  5.7  grams  of 
chlortetracycline,  1.0  gram  of  bacitracin, 
and  0.75  gram  of  penicillin  (with  or 
without  oxytetracycline)  per  ton  of 
feed. 

(15)  It  is  intended  for  use  solely  as 
an  aid  in  the  prevention  or  treatment 
or  to  lessen  the  morbidity  in  poultry  in 
outbreaks  of  fowl  typhoid,  pullorum,  the 
paratyphoids,  infectious  arthritis  due  to 
a  filterable  agent,  histomoniasls  (black¬ 
head)  ,  hexamitiasis,  quail  disease  (ulcer¬ 
ated  enteritis),  paracolon  infection, 
avian  infectious  hepatitis,  and  coccidi- 
osls,  its  labeling  bears  adequate  direc¬ 
tions  and  warnings  for  such  use;  and  it 
contains  the  following  quantities  of  fura¬ 
zolidone,  by  weight  of  feed,  for  the  con¬ 
ditions  indicated: 

(i)  For  the  prevention  of  fowl  typhoid, 
pullonim,  and  the  parat3i>hoids  in  birds 
older  than  2  weeks;  0.0055  percent. 

(ii)  For  the  prevention  of  the  diseases 
listed  in  paragraph  (b)(15)(i)  of  this 
section  in  birds  younger  than  2  weeks, 
and  for  the  treatment  of  these  same  con¬ 
ditions  in  birds  regardless  of  age:  0.011 
percent. 

(ill)  For  the  prevention  of  histomonl- 
asis  (blackhead),  paracolon  infection, 
and  infectious  arthritis  due  to  a  filterable 
agent,  and  for  the  prevention  and  treat¬ 
ment  of  hexaniltiasis  and  quail  disease 
(ulcerative  enteritis) :  0.011  percent. 

(iv)  For  the  treatment  of  histomoni- 
asis  (blackhead),  paracolon  infection, 
and  avian  infectious  hepatitis  of  chick¬ 
ens,  and  to  lessen  the  morbidity  in  out¬ 
breaks  of  infectious  arthritis  due  to  a 
filterable  agent:  0.022  percent. 

(V)  For  the  prevention  of  coccidlosis 
in  chickens:  C.0055  percent. 

(Vi)  For  the  ctmtrol  of  (X)ccidiosis  in 
chickens:  0.011  percent. 

(16)  (i)  It  is  intended  for  use  solely 
in  the  prevention  of  chronic  respiratory 
disease  (air-sac  infection) ;  its  labelW 
bears  adequate  directions  and  warnings 
for  such  use;  and  it  contains  not  less 
than  50  grams  of  chlortetracycline  or 
oxytetracycline  or  a  <x}mbination  of  these 
two  drugs  per  ton  of  feed.  When  in¬ 
tended  for  such  use,  it  may  also  contain 
the  equivalent  of  not  less  than  50  grams 
of  bacitracin  per  ton  of  feed. 

(11)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  the  diseases  of 


poultry  specified  in  paragraph  (b)(15) 
of  this  section;  it  contains  one  of  the 
ingredients  in  the  amount  and  under  the 
conditions  set  forth  in  paragraph  (b) 

(16)  (i)  of  this  section;  and  it  contains 
furazolidone  in  the  amount  specified  in 
paragraph  (b)(15)  of  this  section. 

(17)  (i)  It  is  intended  for  use  solely 
as  an  aid  in  the  treatment  of  chronic 
respiratory  disease  (air-sac  infection), 
infectious  sinusitis,  blue  comb  (nonspe¬ 
cific  infectious  enteritis,  mud  fever)  in 
poultry;  its  labeling  bears  adequate  di¬ 
rections  and  warnings  for  such  use;  and 
it  contains  not  less  than  100  grams  of 
chlortetracycline  or  oxytetracycline  or  a 
combination  of  these  two  drugs  per  ton 
of  feed.  When  intended  for  such  use, 
it  may  also  contain  the  equivalent  of  not 
less  than  100  grams  of  bacitracin  per  ton 
of  feed. 

(ii)  It  is  also  intended  for  the  pre¬ 
vention  or  treatment  of  the  diseases  of 
poultry  specified  in  paragraph  (b)(15) 
of  this  section;  it  contained  one  of  the 
ingredients  in  the  amount  and  under  the 
conditions  set  forth  in  paragraph  (b) 

(17)  (i)  of  this  section;  and  it  contains 
furazolidone  in  the  amount  specified  in 
paragraph  (b)(15)  of  this  section. 

(18)  (i)  It  is  intended  for  use  solely 
in  the  prevention  of  outbreaks  of  coc- 
cidiosls  in  poultry  flocks,  and  it  contains 
nicarbazin  (4,4'-dinitrocarbanilide  com¬ 
plex  with  2-hydroxy-4,6-dimethylpyrim- 
idine)  in  a  quantity,  by  weight  of  feed, 
of  not  less  than  0.01  percent  and  not 
more  than  .0.02  percent,  or  2,4-diamino- 
5-(p-chlorophenyl)  -6-ethylpyrimidine  in 
a  quantity,  by  weight  of  feed,  of  0.00075 
percent  and  sulfaquinoxaline  in  a  quan¬ 
tity,  by  weight  of  feed,  or  0.0075  percent; 
and  there  has  been  submitted  to  the 
Commissioner,  in  triplicate,  adequate  in¬ 
formation  of  the  kind  required  for  Form 
FD-1800 — Revised  imder  S  314.1(c)  (3) 
of  this  chapter  and  such  application  has 
been  approved  by  the  Food  and  Drug 
Administration.  Tlie  exemption  shall  ex¬ 
pire  at  the  beginning  of  any  act  chang¬ 
ing  the  labeling  or  potency  of  such  drug, 
unless  an  approved  supplement  to  the 
application  provides  for  the  change  or 
the  change  is  made  in  conformance  with 
other  provisions  of  $  314.8  of  this 
chapter. 

(11)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  the  diseases  of 
poultry  specified  in  paragraph  (b)(6) 
and  (7)  and/or  (9)  and  (10)  or  (16)  and 

(17)  of  this  section,  it  contains  one  of 
the  ingredients  in  the  amount  and  under 
the  conditions  set  forth  in  paragraph  (b) 

(18)  (i)  of  this  section,  and  it  contains 
the  ingredients  in  the  amoimts  specified 
in  paragraph  (b)(6)  and  (7)  and/or  (9) 
and  (10)  or  (16)  and  (17)  of  this  sec¬ 
tion,  except  that  the  coccidiostat  shall 
be  only  one  of  those  specified  in  para¬ 
graph  (b)(18)(i)  of  this  section. 

(ill)  It  is  intended  for  use  in  the  dis¬ 
eases  specified  in  paragraph  (b)(18) 
(i),  (ii),  and  (iv)  of  this  section,  it  con¬ 
tains  ingredients  in  the  amounts  and 
imder  the  conditions  specified  in  those 
subdivisions,  and  it  contains  one,  but 
only  one,  of  the  Ingredients  prescribed  by 


paragraph  (a)  of  this  section  and  in  the 
amounts  specified  in  that  paragraph. 

(iv)  It  is  also  intended  for  use  as  an 
adjunct  in  reducing  the  tapeworm  and 
large  roundworm  burden  of  chickens  so 
treated,  it  contains  2,2'-dihydroxy- 
3.3'.5,5'-tetrachlorodiphenyl  sulfide  (bi- 
tidonol),  and  4.6-diamino-l-(4-methyl- 
mercaptophenyl)  -  1,2  -  dihydro  -  2.2  - 
dimethyl  -  1,3,5  -  trlazine  hydrochloride 
(methiotriazamlne),  in  the  amounts  and 
under  the  conditions  set  forth  in  para¬ 
graph  (b)(18)(i)  of  this  section. 

(19)  [Reserved! 

(20)  It  is  intended  as  an  aid  in  stimu¬ 
lating  growth,  the  prevention  of  coccid- 
iosis,  large  roundworms  and  tapeworms 
in  chickens  and  turkeys  and  the  preven¬ 
tion  of  hexamitiasis  in  turkeys,  and  it 
contains  in  a  quantity  by  weight  of  feed 
acetyl  (p-nltrophenyl)  sulfanilamide  0.03 
percent,  dibutyltin  dilaurate  0.02  percent, 
dlnitrodiphenylsulfonylethylenediami  n  e 
0.02  percent,  and  3-nitro-4-hydroxy- 
phenylarsonic  acid  0.005  percent. 

(21)  It  is  a  medicated  chicken  feed 
containing  penicillin  and  dienestrol  di¬ 
acetate  with  or  without  amprolium  in  the 
amounts  and  for  the  purposes  indicated 
in  §  121.266  of  this  chapter,  and  its  lsd>el- 
ing  gives  adequate  directions  and  warn¬ 
ings  for  such  use. 

(22)  (i)  It  is  intended  for  use  solely  in 
the  control  of  outbreaks  of  coccidlosis 
in  poultry  flocks  and  it  contains  in  a 
quantity,  by  weight  of  feed,  not  less  than 
0.003  percent  and  not  more  than  0.006 
percent  of  2,4-diamlno-5-(p-chloro- 
phenyl) -6-ethylpyrimidine  and  not  less 
than  0.01  percent  and  not  more  than 
0.02  percent  of  sulfaquinoxaline.  and 
there  has  been  submitted  to  the  C(xn- 
missioner.  in  triplicate,  the  information 
required  for  Form  .  FD-1800 — Revised 
under  §  314.1(c)  (3)  of  this  chapter  and 
such  application  has  been  approved  by 
the  Food  and  Drug  Administration.  The 
exemption  shall  expire  at  the  beginning 
of  any  act  changing  the  labeling  or 
potency  of  such  drug  unless  an  approved 
supplement  to  the  application  provides 
for  the  change  or  the  change  is  made  in 
conformance  with  other  provisions  of 
§  314.8  of  this  chapter. 

(ii)  It  is  intaided  for  use  in  the  disease 
specified  in  paragraph  (b)  (20)  (i)  of  this 
section,  it  contains  the  ingredients  in 
the  amounts  and  under  the  conditions 
specified  in  that  paragraph,  and  it  con¬ 
tains  one,  but  only  one,  of  the  ingredi¬ 
ents  prescribed  by  paragraph  (a) 
of  this  section  and  in  the  amounts  speci¬ 
fied  in  that  paragraph. 

(23)  It  is  intended  for  use  solely  as  an 
aid  in  the  reduction  of  losses  due  to 
enterotoxemia  in  sheep;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use;  and  it  contains  not  less 
than  20  grams  of  chlortetracycline  per 
ton  of  feed. 

(24)  It  is  Intended  for  use  in  the  main¬ 
tenance  of  weight  gains  of  swine  in  the 
presence  of  atrophic  rhinitis  or  as  an  aid 
in  reducing  the  incidence  of  cervical 
abscesses  in  swine;  its  labeling  bears  ade¬ 
quate  directions  and  warnings  for  such 
use;  and  it  contains  not  less  than  50 
grams  of  chlortetracycline  per  ton  of 
feed. 
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(25)  It  is  a  medicated  cattle  feed  ccm- 
taining  chlortetracycllne  in  the  amounts 
and  for  the  purposes  indicated  in  §  121.- 
208  of  this  chapter,  and  its  labding  bears 
adequate  directions  and  warnings  for 
such  use. 

(26)  (i)  It  is  intended  for  use  solely 
for  accelerating  weight  gains  in  beef  cat¬ 
tle,  and  it  contains  a  quantity  of  diethyl- 
stilbestrol  adequate  to  provide  not  more 
than  10  milligrams  per  head  per  day 
when  fed  in  accordance  with  the  direc¬ 
tions  for  use  that  accompany  the  feed, 
and  there  has  been  submitted  to  the 
Commissioner,  in  triplicate,  adequate  in-^ 
formation  of  the  kind  required  for  Form 
F-1800  and  such  application  has 
been  approved  by  the  Food  and  Drug 
Administration.  The  exemption  shall  ex¬ 
pire  at  the  beginning  of  any  act  chang¬ 
ing  the  labeling  or  potency  of  such  drug 
unless  an  approved  supplement  to  the 
application  provides  for  the  change  or 
the  change  is  made  in  conformance 
with  other  provisions  of  §  514.9  of  this 
chapter. 

(ii)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  the  diseases  specified 
in  paragraph  (b)  (25)  of  this  section. 
It  contains  diethylstilbestrol  in  the 
amount  and  under  the  conditions  set 
forth  in  subdivision  (i)  of  this  subpara¬ 
graph,  and  it  contains  the  antibiotic  in 
the  amount  specified  in  paragraph  (c) 
(25)  of  this  section. 

(27)  It  is  intended  for  use  as  an  aid 
in  maintaining  or  increasing  egg  produc¬ 
tion,  hatchability  of  eggs,  prevention  of 
early  mortality  of  chicks  when  due  to 
organisms  that  are  sensitive  to  chlortet- 
racycline,  and  for  improving  feed  effi¬ 
ciency  as  related  to  egg  production;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  it  contains 
not  less  than  50  grams  of  chlortetra- 
cycline  per  ton  of  feed,  except  that  if  it 
is  intended  for  use  in  the  presence  of 
disease  outbreaks  it  shall  cmitain  not  less 
than  100  grams  of  chlortetracycllne  per 
ton  of  feed. 

(28)  It  is  a  medicated  feed  for  beef 
cattle  containing  bacitracin  methylene 
disalicylate  with  or  without  diethylstil¬ 
bestrol  in  the  amoimts  and  for  the 
purposes  specified  in  §  121.252  of  this 
chapter  and  its  labeling  bears  adequate 
directions  and  warnings  for  such  use. 

(29)  It  is  intended  for  use  solely  as  an 
aid  in  reducing  the  incidence  of  bac¬ 
terial  diarrhea  in  laboratory  mice;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  it  contains 
not  less  than  100  grams  of  chlortetra- 
cycline  per  ton  of  feed. 

(30)  It  is  intended  for  use  as  an  aid 
in  maintaining  or  increasing  egg  pro¬ 
duction  of  chickens,  hatchability  of  eggs, 
prevention  of  early  mortality  of  chicks 
when  due  to  organisms  that  are  sensi¬ 
tive  to  streptomycin  and  peniciUin,  and 
for  improving  feed  efficiency  of  chickens 
or  turkeys;  its  labeling  bears  adeqiiate 
directions  and  warnings  for  such  use; 
and  it  contains,  per  ton  of  feed,  not  less 
than  22.5  grams  and  not  more  than  50 
grams  of  penicillin  and  streptomycin  in 
a  combination  containing  16.7  percent 
penicillin,  except  that  if  it  is  intended 


for  use  in  the  presence  of  disease  as  an 
aid  in  maintaining  or  increasing  hatch 
ability  of  eggs  or  for  the  prevention  of 
early  mortality  of  chicks,  it  contains  90 
grams  per  ton  of  feed  of  penicillin  and 
streptomycin  in  a  combination  contain¬ 
ing  16.7  percent  penicillin. 

(31)  [Reserved] 

(32)  (i)  It  is  intended  for  use  as  an 
aid  in  the  control  of  infestation  of  large 
roundworms  (Ascaris  suis),  nodular 
worm  (Oesophagostemum  dentatumy , 
and  whipworm  iTrichuris  suis)  in 
swine;  its  labeling  bears  adequate  di¬ 
rections  and  warnings  for  such  use,  in¬ 
cluding  a  warning  that  its  use  must  be 
discontinued  48  hours  before  the  treated 
swine  are  slaughtered  for  human  con¬ 
sumption.  If  it  is  a  complete  feed  it  con¬ 
tains  6,000  units  (6  milligrams)  of 
hygromycin  B  (produced  by  the  growth 
of  Streptomyces  hygroscopicus)  per 
pound,  or  if  it  is  a  hygromycin  B  feed 
supplement  or  premix  it  contains  not 
more  than  8,000,000  imits  (8  grams)  of 
hygromycin  B  per  pound.  It  contains  less 
than  50  grams  of  antibiotics  per  ton  of 
finished  feed.  If  it  is  a  hygromycin  B 
feed  supplement  or  premix  and  it  con¬ 
tains  more  than  8,000,000  units  of  hygro¬ 
mycin  B  per  pound,  it  shall  be  exempt 
from  certification  only  if  there  has  been 
submitted  to  the  Commissioner,  in  tripli¬ 
cate,  adequate  information  of  the  kind 
required  for  Form  FD-1800 — Revised 
under  S  314.1(c)  (3)  of  this  chapter  and 
such  implication  has  been  approved  by 
the  Food  and  Drug  Administration.  The 
exemption  shall  expire  at  the  beginning 
of  any  act  changing  the  labeling  or  po¬ 
tency  of  such  drug  unless  an  improved 
supplement  to  the  application  provides 
for  the  change  or  the  change  is  made  in 
conformance  with  other  provisions  of 
§  314.8  of  this  chapter.  When  intended 
for  the  uses  specified  in  this  paragraph 
(b)(32).  it  may  also  contain,  in  the 
amount  specified,  one,  but  only  one,  of 
the  ingredients  prescribed  by  paragraph 

(a)  of  this  section.  If  it  contains  one  of 
the  arsenic  compounds  prescribed  in 
such  paragraph,  its  labeling  must  bear  a 
warning  that  it  must  be  discontinued  5 
days  (in  lieu  of  48  hours  as  required  in 
this  subparagraph)  before  the  treated 
swine  are  slaughtered  for  human 
consumption. 

(il)  It  is  also  intended  for  the  preven¬ 
tion  or  treatment  of  bacterial  swine  en¬ 
teritis  as  specified  in  paragraph  (b)  (9) 
and  (10)  of  this  section;  it  contains 
hygromycin  B  in  the  amounts  and  under 
the  conditions  set  forth  in  paragraph 

(b) (32)(i)  of  this  section;  and  it  con¬ 
tains  the  drugs  in  the  amount  specified 
in  paragraph  (b)  (9)  and  (10)  of  this 
section.  If  it  contains  one  of  the  arsenic 
compounds  prescribed  in  paragraph  (a) 
of  this  section,  its  labeling  must  bear  the 
warning  specified  in  paragraph  (b)  (32) 
(i)  of  this  section. 

(ill)  It  is  also  intended  for  the  preven¬ 
tion  and  treatment  of  bacterial  swine 
enteritis,  it  contains  hygromycin  B  in  the 
amoimts  and  under  the  conditions  set 
forth  in  paragraph  (b)  (32)  (1)  of  this 
section,  and  it  contains  penicillin  and 


streptomycin  in  the  amounts  specified  in 
paragraph  (b)  (6)  and  (7)  of  this  sec¬ 
tion.  If  it  contains  one  of  the  arsenic 
compounds  prescribed  in  paragnmli  (ft) 
of  this  section,  its  labeling  must  bear 
the  warning  specified  in  paragraph  (b) 
(32)  (i)  of  this  section. 

(iv)  It  is  also  Intended  for  the  pre¬ 
vention  and  treatment  of  bacterial 
swine  enteritis,  for  the  maintenance  of 
weight  gains  of  swine  in  the  presence 
of  atrophic  rhinitis  and  for  reducing 
the  Incidence  of  cervical  abcesses  in 
swine,  it  contains  hygromycin  B  in  the 
amounts  and  under  the  conditions  set 
forth  in  paragraph  (b)  (32)  (i)  of  this 
section,  and  it  contains,  per  pound  of 
feed.  0.025  gram  (50  grams  par  ton), 
of  the  chlortetracycllne;  except  that  if 
it  is  intended  for  use  in  the  treatment  of 
bacterial  swine  enteritis  it  shall  contain, 
per  pound  of  feed,  0.05  gram  (100  grams 
per  ton)  of  chlortetracycllne. 

(33)  It  is  intended  for  use  as  an  aid 
in  reducing  the  incidence  and  severity 
of  bloat  in  cattle  on  legume  pastures;  it 
contains  a  quantity  of  procaine  penicil¬ 
lin  that,  when  used  as  directed  in  the 
labeling,  is  sufficient  to  furnish  each 
treated  bovine  animal  not  less  than  75.- 
000  units  as  a  single  daily  dose;  and,  if 
the  drug  supplement  used  to  prepare  the 
medicated  feed  contains  more  than  2 
percent  moisture,  its  manufacturer  has 
submitted  to  the  Conunlssioner  informa¬ 
tion  adequate  to  prove  its  stability  for 
6  months  under  customary  conditions  of 
purchase  and  use. 

(34)  It  is  intended  for  use  as  an  aid 
in  the  reduction  of  bacterial  diarrhea  in 
dairy  cattle  or  as  an  aid  in  reducticm  of 
losses  due  to  respiratory  infection  (in¬ 
fectious  rhinotracheltis — shipping  fever 
complex)  or  as  an  aid  in  the  prevention 
of  foot  rot  in  cattle;  its  labeling  bears 
adequate  directions  and  warnings  for 
such  uses;  and  it  contains  the  following 
quantities  of  chlortetracycllne.  by  weight 
of  feed,  for  the  conditions  indicated: 

(i)  For  the  prevention  of  foot  rot  and 
as  an  aid  in  the  reduction  of  bacterial 
diarrhea  in  diary  cattle:  0.1  milligram 
per  pound  of  body  weight  per  day. 

(ii)  As  an  aid  in  reduction  of  losses 
due  to  respiratory  infection  (infectious 
rhinotracheltis — shipping  fever  com¬ 
plex)  in  dairy  cattle:  0.1  milligram  per 
poimd  of  body  weight  per  day.  except 
that  if  it  is  intended  for  use  for  more 
than  30  days  it  may  contain  chlortetra- 
cycline,  in  a  quantity  by  weight  of  feed 
to  provide  70  milUgiams  per  head  per 
day. 

(35)  It  is  a  medicated  chicken  feed 
containing  antibiotics,  sulfanltran  (ace¬ 
tyl- (p-nltrophenyl) -sulfanilamide),  and 
3,5-dinltrobenzamlde,  with  or  without  3- 
nitro  -  4  -  hydroxyphoiylarsonlc  add  in 
the  amounts  and  for  the  purposes  indi¬ 
cated  in  8  121.264  of  this  chapter;  or  con¬ 
taining  antibiotics,  sulfanltran  (acetyl- 
(p-nitrophenyl)  -  sulfanilamide),  and 
aklomlde  (2  -  chloro-4-nitrobenzamlde). 
in  the  amounts  and  for  the  purposes  in¬ 
dicated  in  88  121.264  and  121.269  of  this 
chapter;  its  labeling  bears  adequate  di¬ 
rections  and  warnings  for  such  use;  and 
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there  has  been  submitted  to  the  Commis¬ 
sioner,  in  triplicate,  adequate  informa¬ 
tion  of  the  kind  required  for  Form  FI>- 
1800 — ^Revised  under  §  314.1(c)  (3)  of 
this  chapter  and  such  application  has 
been  aiwroved  by  the 'Food  and  Dnig 
Administration.  The  exemption  shall  ex¬ 
pire  at  the  beginning  of  any  act  chang¬ 
ing  the  labeling  of.potaicy  of  such  drug 
uni«M  an  approved  supplement  to  the 
application  provides  for  the  change  or 
the  change  is  made  in  conformance  with 
oUier  provisions  of  9  314.8  of  this  chapter. 

(36)  [Reserved! 

(37)  [Reserved! 

(38)  It  is  Intended  for  use  solely  for 
accelerating  weight  gains  in  sheep;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use,  including  a  warn¬ 
ing  that  its  use  must  be  discontinued 
7  days  before  the  treated  animals  are 
slaughtered  for  human  consumption;  it 
contains  a  quantity  of  diethylstilbestrol 
adequate  to  provide  not  more  thsm  2  mil¬ 
ligrams  per  head  per  day  when  fed  in 
accordance  with  the  directions  for  use 
that  accompany  the  feed;  it  contains  less 
than  50  grams  of  antibiotics  per  ton  of 
feed;  and  there  has  been  submitted  to 
the  (Commissioner,  in  triplicate,  adequate 
information  of  the  kind  required  for 
Form  FD-1800  and  such  application 
has  been  approved  by  the  Food  and 
Drug  Administration.  The  exemption 
shall  expire  at  the  beginning  of  any 
act  changing  the  labeling  or  potency  of 
such  drug  imless  an  approv^  supple¬ 
ment  to  the  application  provides  for  the 
change  or  the  change  is  made  in  con¬ 
formance  with  other  provisioi^  of  9  514.9 
of  this  chapter. 

(39)  It  is  Intended  for  use  solely  as 
an  aid  in  the  prevention  or  treatment  of 
fowl  typhoid,  paratyphoid,  and  pullorum 
disease  and  as  an  aid  in  stimulating 
growth  in  poultry  flocks;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use,  including  a  warning  against 
its  use  in  laying  hens  and  a  warning  that 
its  use  must  be  discontinued  48  hours 
before  the  treated  animals  are  slaugh¬ 
tered  for  human  consumption;  and  it 
contains  3,5-dinltrobenzamlde  in  a  quan¬ 
tity,  by  weight  of  feed,  of  not  less  than 
0.075  percent  and  not  more  than  0.15 
percent;  it  contains  less  than  50  grams 
of  antibiotics  per  ton  of  feed;  and  there 
has  been  submitted  to  the  Commissioner, 
in  triplicate,  adequate  information  of  the 
kind  required  for  Form  FD-1800 — ^Re¬ 
vised  under  9  314.1(c)  (3)  of  this  chapter 
and  such  appllcatipn  has  been  approved 
by  the  Food  and  Drug  Administration. 
TTie  exemption  shall  expire  at  the  begin¬ 
ning  of  any  act  changing  the  labeling  or 
potency  of  such  drug  unless  an  approved 
supplement  to  the  application  provides 
Tor  the  change  or  the  change  is  made  in 
conformance  with  other  provisions  of 
9  314.8  of  this  chapter.  When  intended 
for  the  uses  specifled  in  this  para¬ 
graph,  it  may  also  contain,  in  the  amount 
spewed,  one,  but  only  one,  of  the  in¬ 
gredients  prescribed  by  paragraph  (a)  of 
this  section.  If  it  contains  one  of  the  ar¬ 
senic  compounds  prescribed  in  paragraph 
(a)  of  this  section,  its  labeling  must  bear 
a  warning  that  it  must  be  discontinued 


5  days  (in  lieu  of  48  hours  as  reqmred 
in  this  paragraph  (b)  (39)  before  the 
treated  chickens  or  turkeys  are  slaugh¬ 
tered  for  human  consumption. 

(40)  It  is  intended  as  an  aid  in  main¬ 
taining  or  increasing  egg  production, 
hatchability  of  eggs,  reduction  of  the 
effects  of  stress,  prevention  of  early  mor¬ 
tality  of  chicks,  and  reduction  of  the  ef¬ 
fects  of  diseases  when  due  to  organisms 
that  are  sensitive  to  bacitracin  or  to  a 
mixture  of  bacitracin  and  penicillin,  for 
maintaining  appetite  and  for  improving 
feed  efficiency  as  related  to  egg  produc¬ 
tion;  its  labeling  bears  adequate  direc¬ 
tions  and  warnings  for  such  use;  and  it 
contains,  per  ton  of  feed,  the  equivalent 
of  50  grams  of  bacitracin  or  a  mixture 
of  37.5  grams  of  bacitracin  and  12.5 
grams  of  penicillin  when  fed  during  the 
first  4  to  6  weeks  of  egg  production,  and 
not  less  than  the  equivalent  of  10  grams 
of  bacitracin  or  a  mixture  of  7.5  grmns 
of  bacitracin  and  2.5  grams  of  penicillin 
when  fed  during  the  remainder  of  the 
laying  period;  except  that  if  it  is  in¬ 
tended  for  use  to  increase  egg  hatcha¬ 
bility  or  prevention  of  early  mortelity 
of  chicks  or  for  use  in  the  presence  of 
disease  outbreaks  or  during  periods  of 
stress,  it  shall  contain,  per  ton  of  feed, 
the  equivalent  of  100  grams  of  bacitracin 
or  a  mixture  of  75  grams  of  bacitracin 
and  25  grams  of  penicillin,'  and  except 
that  if  it  is  a  starter  ration  for  chicks  for 
the  purpose  of  preventing  early  mortality 
of  chicks  due  to  susceptible  organisms, 
it  may  contain,  per  ton  of  feed,  100  grams 
to  500  grams  of  a  combination  of  penl- 
rillin  and  bacitracin  (as  bacitracin  or 
rAnc  bacitracin)  containing  not  less  than 
50  percent  and  not  more  than  75  percent 
of  bacitracin,  but  in  no  case  more  than 
125  grams  of  penicillin. 

(41)  (i)  It  is  intended  for  use  as  an 
aid  in  reducing  the  spread  of  leptospirosis 
in  swine;  it  contains  200  grams  of  chlor- 
tetracycline  per  ton  of  feed;  and  its  la¬ 
beling  bears  information  that  it  is  to  be 
administered  continuously. 

(il)  It  is  Intended  for  use  solely  as  an 
aid  in  reducing  the  shedding  of  lepto- 
spirae  in  swine  and  as  an  aid  in  reducing 
abortion  rate  and  mortality  of  newborn 
pigs  in  the  presence  of  leptospirosis;  it 
contains  400  grams  of  chlortetracycline 
per  ton  of  feed;  and  its  labeling  bears 
information  that  it  is  to  be  affininlstered 
to  the  animals  for  14  days. 

(42)  It  is  a  medicated  chicken  and 
turkey  feed  containing  certifiable  anti¬ 
biotics  and  nystatin  in  the  amounts  and 
for  the  purposes  indicated  In  9  121.- 
220  of  this  chapter;  its  labeling  bears 
adequate  directions  and  warnings  for 
such  use;  and  there  has  been  submitted 
to  the  Commissioner,  in  triplicate,  ade¬ 
quate  information  of  the  kind  required 
for  Form  FD-1800 — Revised  under  §  314.- 
1(c)  (3)  of  this  chapter  and  such  appli¬ 
cation  has  be«i  approved  by  the  Food 
and  Drug  Administration.  The  exemption 
shall  expire  at  the  beginning  of  any  act 
changing  the  labeling  or  potency  of  such 
drug  unless  an  approved  supplement  to 
the  application  provides  for  the  change 
or  the  change  is  made  in  conformance 


with  other  provisions  of  9  314.8  of  this 
chapter. 

(43)  It  is  intended  for  use  solely  as  an 
aid  in  reducing  the  incidence  of  vibrionic 
abortion  in  breeding  sheep;  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use,  including  information  that 
it  is  to  be  administered  continuously 
during  pregnancy;  and  it  contains 
chlortetracycline  in  a  quantity  that, 
when  administered  as  directed  in  its 
labeling,  will  provide  a  total  daily  dose 
of  80  milligrams  per  animal. 

(44)  It  is  a  medicated  chicken  or  tur¬ 
key  feed  containing  antibiotics  and  am- 
prolium,  with  or  without  arsanillc  acid, 
in  the  amounts  and  for  the  purposes 
indicated  in  9  121.210  of  this  chapter,  and 
its  labeling  bears  adequate  directions  and 
warnings  for  such  use;  Provided,  how¬ 
ever,  That  such  medicated  complete  feed 
has  been  prepared  from  a  concentrated 
amproliiun-antibiotic  medicated  feed 
that  contained  not  more  than  0.05  per¬ 
cent  amprolimn.  If  the  complete  medi¬ 
cated  fe^  is  prepared  from  a  product  of 
amprolium  that  contains  more  than  0.05 
percent  of  the  drug,  it  is  exempt  from 
certification  only  under  the  condition 
that  there  has  been  submitted  to  the 
Commissioner,  in  triplicate,  adequate  in¬ 
formation  of  the  kind  required  for  Form 
FD-1800— Revised  under  9  314.1(c)  (3)  of 
this  chapter  and  such  application  has 
been  approved  by  the  Food  and  Drug 
Administration.  The  exemption  shall  ex¬ 
pire  at  the  beginning  of  any  act  changing 
the  labeling  or  potency  of  such  drug  un¬ 
less  an  approved  supplement  to  the  appli¬ 
cation  provides  for  the  change  or  the 
change  is  made  in  conformance  with 
other  provisions  of  9  314.8  of  this  chap¬ 
ter.  Both  concentrates  and  complete 
poultry  feed  containing  amprolium  must 
comply  with  all  the  requirements  of 
9  121.210  of  this  chapter,  including  label¬ 
ing. 

(45)  It  is  a  medicated  chicken  or  tur¬ 
key  feed  containing  antibiotics  and  zoa- 
lene,  with  or  without  arsanillc  acid,  or 
3-nltro-4-hydroxyphenylar8onlc  acid,  in 
the  amoimts  and  for  the  purposes  indi¬ 
cated  in  9  121.207  of  this  chapter;  Pro¬ 
vided,  however.  That  such  medicated 
complete  feed  has  been  prepared  from 
a  concentrated  zoalene-antibiotic  medi¬ 
cated  feed  that  contained  not  more  than 
0.0375  percent  zoalene.  If  the  complete 
medicated  feed  is  prepared  from  a  prod¬ 
uct  of  zoalene  that  contains  more  than 
0.0375  percent  zoalene.  It  is  exempt  from 
certification  only  under  the  condition 
that  thOre  has  been  submitted  to  the 
CTommissloner,  In  triplicate,  adequate  in¬ 
formation  of  the  kind  required  for  Form 
FD-1800— Revised  under  9  314.1(c)  (3)  of 
this  chapter  and  such  application  has 
been  approved  by  the  Food  and  Drug 
Administration.  The  exemption  shall  ex¬ 
pire  at  the  beginning  of  any  act  changing 
the  labeling  or  potency  of  such  drug  im- 
less  an  approved  supplement  to  the  ap¬ 
plication  provides  for  the  change  or  the 
the  change  is  made  in  conformance  with 
other  provisions  of  9  314.8  of  this  chap¬ 
ter.  Both  concentrates  and  complete 
poultry  feed  containing  zoalene  must 
comply  with  all  the  requirements  of 
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1  121.207  of  this  chapter,  including 
labeling. 

(46)  It  is  a  mink  feed  contaixiing 
chlortetracycline,  in  the  amoimts  and  for 
the  purposes  indicated  in  S  121.225  of  this 
chapter,  and  its  IcUseling  bears  adequate 
directions  and  warnings  for  such  use. 

(47)  It  is  a  pheasant  feed  containing 
bacitratdn,  zinc  bacitracin,  or  bacitracin 
methylene  disalicylate  and  penicillin,  in 
the  amounts  and  for  the  purposes  indi¬ 
cated  in  i  121.225  of  this  chapter,  and 
its  labeling  bears  adequate  directions  and 
warnings  for  such  use. 

(48)  It  is  a  quail  feed  containing  baci¬ 
tracin  and  penicillin,  in  the  amoimts  and 
for  the  purposes  indicated  in  S  121.225  of 
this  chapter,  and  its  labeling  bears  ade¬ 
quate  directions  and  warnings  for  such 
use. 

(49)  It  is  a  medicated  chicken  or  tur¬ 
key  feed  contatning  antibiotics  and  re- 
serpine  in  the  amoimits  and  for  the 
purposes  indicated  in  S  121.205  of  this 
chapter;  its  lid)eling  bears  adequate  di¬ 
rections  and  warnings  for  such  use;  and 
there  has  been  submitted  to  the  c^)mmis- 
sioner,  in  triplicate,  adequate  information 
of  the  kind  required  for  Form  FD-1800 — 
Revised  imder  §  314.1(c)(3)  of  this 
chapter  and  such  application  has  been 
approved  by  the  Food  and  Drug  Admin- 
Isftration.  The  exemption  shall  expire  at 
the  beginning  of  any  act  changing  the 
labeling  or  potency  of  such  drug  unless 
an  approved  supplement  to  the  applica¬ 
tion  provides  for  the  change  or  the 
change  is  made  in  conformance  with 
other  provisions  9  314.8  of  this  chapter. 

(50)  It  is  a  medicated  chicken  feed 
containing  antibiotics  and  hygromycin  B 
In  the  amounts  and  for  the  purposes  in¬ 
dicated  in  i  121.213  of  this  chapter,  and 
its  labeling  bears  adequate  directions  and 
warnings  for  such  use:  Provided,  how¬ 
ever,  That  such  medicated  complete  feed 
has  been  prepared  from  a  feed  additive 
concentrate  that  contains  not  more  than 
32  grams  of  hygromycin  B  per  ton.  If 
the  medicated  feed  is  prepared  from  a 
feed  additive  concentrate  containing 
more  than  32  grams  of  hygromycin  B  per 
ton.  it  is  exempt  from  certification  only 
under  the  condition  that  there  has  been 
submitted  to  the  Commissioner  In  tripli¬ 
cate,  adequate  information  of  the  kind 
required  for  Form  FD-180() — Revised 
under  §  314.1(c)  (3)  of  this  chapter  and 
such  application  has  been  approved  by 
the  Food  and  Drug  Administration.  The 
exemption  shall  expire  at  the  beginning 
of  any  act  changing  the  labeling  or  po¬ 
tency  of  such  drug  unless  an  approval 
supplement  to  the  application  provides 
for  the  change  or  the  change  is  made 
in  conformance  with  other  provisions  of 
9  314.8  of  this  chapter. 

(51)  It  is  a  medicated  beef  cattle, 
chicken,  or  turkey  feed  containing  baci¬ 
tracin,  bacitracin  methylene  disalicylate 
or  zinc  bacitracin  or  a  combination  of 
one  of  these  with  penicillin,  in  the 
amounts  and  for  the  purposes  indicated 
in  99  121.232.  121.233,  and  121.252  of 
this  chapter,  and  its  labeling  bears  ade¬ 
quate  directions  and  warnings  for  such 
use. 


RULES  AND  REGULATIONS 

(52)  It  is  a  cattle  feed  containing  zinc 
bacitracin,  with  or  without  diethylstil- 
bestrol,  in  the  amounts  and  for  the  pur¬ 
poses  indicated  in  9  121.225  or  9  121.241 
of  this  chapter,  and  its  labeling  bears 
adequate  directions  and  warnings  for 
such  use;  Provided,  however.  That  if 
such  feed  contains  diethylstilbestrol  it  is 
exempt  from  certification  only  under  the 
condition  that  there  has  been  submitted 
to  the  Commissioner,  in  triplicate,  ade¬ 
quate  information  of  the  kind  required 
for  Form  FD-1800  and  such  application 
has  been  approved  by  the  Food  and 
Drug  Administration.  The  exemption 
shall  expire  at  the  beginning  of  any  act 
changing  the  labeling  or  potency  of  such 
drug  unless  an  approved  supplement  to 
the  application  provides  for  the  change 
or  the  change  is  made  in  conformance 
with  other  provisions  of  9  514.9  of  this 
chapter. 

(53)  It  is  a  medicated  feed  for  tur¬ 
keys  and  contains  chlortetracycline  hy¬ 
drochloride  and  dietary  calcliun  in  the 
amounts  and  for  the  purposes  indicated 
in  9  121.208(d).  Table  1.  Item  12,  of  this 
chapter;  and  its  labeling  bears  adequate 
directions  and  warnings  for  such  use. 

(54)  It  is  a  medicated  feed  for  grow¬ 
ing  broiler  and  replacement  chickens;  it 
contains  amprolium,  ethopabate  (meth- 
yl-4-acetamido-2-ethoxy  benzoate),  and 
antibiotics,  with  or  without  arsanilic  acid 
or  3-nitro-4-hydroxyphenylarsonic  acid, 
in  the  amounts  and  for  the  purposes  in¬ 
dicated  in  9  121.210  of  this  chapter;  and 
its  labeling  bears  adequate  directions 
and  warnings  for  such  use;  Provided, 
however.  That  such  medicated  complete 
feed  has  been  prepared  from  a  concen¬ 
trated  medicated  feed  that  contained  not 
more  than  0.05  percent  amprolium  and 
not  more  than  0.0016  percent  ethopabate. 
If  the  medicated  feed  is  prepared  from  a 
product  that  contains  more  than  0.05 
percent  amprolium  and  more  than  0.0016 
percent  ethopabate,  it  is  exempt  from 
certification  only  under  the  condition 
that  there  has  been  submitted  to  the 
Commissioner,  in  triplicate,  adequate  in¬ 
formation  of  the  kind  required  for  Form 
FD-1800 — Revised  under  9  314.1(c)(3) 
of  this  chapter  and  such  application  has 
been  approved  by  the  Food  and  Ihug 
Administration.  The  exemption  shall  ex¬ 
pire  at  the  beginning  of  any  act  chang¬ 
ing  the  labeling  or  potency  of  such  drug 
unless  an  approved  supplement  to  the 
application  provides  for  the  change  or 
the  change  is  made  in  conformance  with 
other  provisions  of  9  314.8  of  this  chap¬ 
ter.  Both  concentrates  and  finished  poul¬ 
try  feed  containing  amprolium  and  etho¬ 
pabate  must  comply  with  all  the  require¬ 
ments  of  9  121.210  of  this  chapter,  in¬ 
cluding  labeling. 

(55)  It  is  a  medicated  swine  feed  con¬ 
taining  a  combination  of  chlortetracy¬ 
cline,  penicillin,  and  s\ilfamethazlne.  or 
sulfathiazole  in  tbe  amounts  and  for  t^ 
purposes  indicated  in  1  121.208  or 
9  558.115  of  this  chapter,  and  its  label¬ 
ing  bears  adequate  directions  and  warn¬ 
ings  for  such  use. 

(56)  It  is  a  medicated  feed  for  chick¬ 
ens  containing  a  combination  of  pro¬ 
caine  penicillin  and  tylosin  phosphate 
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in  the  amounts  and  for  the  purposes  in¬ 
dicated  in  9  121.225  of  this  chapter,  and 
its  labeling  bears  adequate  directions  and 
warnings  for  such  use;  ^Provided,  how¬ 
ever,  That  such  medicated  cmnplete  feed 
has  been  prepared  from  a  concentrated 
medicated  feed  that  contained  not  more 
than  200  grams  of  tylosin  phosphate  per 
ton.  If  the  medicated  feed  is  prepared 
from  a  concentrated  medicated  feed  con¬ 
taining  more  than  200  grams  of  tylosin 
phosphate  per  ton.  it  is  exempt  from  cer¬ 
tification  only  vmder  the  condition  that 
there  has  been  submitted  to  the  CTom- 
missioner  in  triplicate,  adequate  In¬ 
formation  of  the  kind  required  for  Form 
FD-1800 — Revised  under  9  314.1(c)  (3) 
of  this  chapter  and  such  application  has 
been  approved  by  the  Food  and  Drug 
Administration.  The  exemption  shall  ex¬ 
pire  at  the  beginning  of  any  act  changing 
the  labeling  or  potency  of  such  drug 
unless  an  approved  supplement  to  the 
application  provides  for  the  change  or 
the  change  is  made  in  conformance  with 
other  provisions  of  9  314.8  of  this  chap¬ 
ter. 

(57)  It  is  a  horse  feed  containing 
chlortetracycline  in  the  amounts  and  for 
the  purposes  indicated  in  9  121.225  of 
this  chapter,  and  its  labeling  bears  ade¬ 
quate  directions  and  warnings  for  such 
use. 

(58)  [Reserved] 

(59)  It  is  a  medicated  feed  for  chick¬ 
ens  containing  penicillin,  tylosin  phos¬ 
phate,  and  either  amprolium,  or  zoalene, 
or  hygromycin  B,  or  hygromycin  B  and 
zoalene,  or  hygromycin  B  and  amprolium 
in  the  amounts  and  for  the  piu-poses 
mdicated  in  9  121.207,  9  121.210,  or 
9  121.213  of  this  chapter,  and  its  labeling 
bears  adequate  directions  and  warnings 
for  such  use:  Provided,  however.  That 
such  medicated  complete  feed  has  been 
prepared  from  a  concentrated  penicillin- 
tylosin  phosphate-amprolium,  or  penl- 
cillin-tylosin  phosphate-zoalene,  or  peni- 
cillln-tylosin  phosphate-hygromycin  B 
or  penlcUlin-tylosln  phosphate-zoalene- 
hygromycin  B,  or  peniclllin-tylosin  phos¬ 
phate-hygromycin  B-amprollum  medi¬ 
cated  feed  containing  per  ton  of  feed,  not 
more  than  200  grams  of  tylosin  and 
either  not  more  than  0.05  percent  am¬ 
prolium  or  not  more  than  0.0375  percent 
zoalene,  or  not  more  than  32  grams  per 
ton  of  hygromycin  B,  or  not  more  than 
0.0375  percent  zoalene  and  not  more 
than  32  grams  per  ton  of  hygromycin  B, 
or  not  more  than  0.05  percent  amprolium 
and  not  more  than  32  grams  per  ton  of 
hygromycin  B.  If  the  medicated  feed  is 
prepared  from  a  product  that  contains 
more  than  any  of  the  specified  quantities, 
it  is  exempt  from  certification  only  imder 
the  condition  that  there  has  been  sub¬ 
mitted  to  the  Commissioner,  in  triplicate 
adequate  information  of  the  kind  re¬ 
quired  for  Form  FD-1800 — ^Revised  un¬ 
der  9  314.1(c)  (3)  of  this  chapter  and 
such  application  has  been  approved  by 
the  Food  and  Drug  Administration.  The 
exemption  shiU  expire  at  the  beginning 
of  any  act  changing  the  labeling  or  po¬ 
tency  of  such  drug  unless  an  approved 
supplement  to  the  application  provides 
for  the  change  or  the  change  is  made  in 
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conformance  with  other  provisions  of 
S  314.8  of  this  chapter. 

(60)  It  is  a  medicated  chidcen  feed 

containing  antibiotics  and  nihydraaone 
In  the  amounts  and  for  the  purposes 
Indicated  in  1  121.237  of  this  chapter: 
its  bears  adequate  directions  and 

warnings  for  such  use;  and  there  has 
been  submitted  to  the  Commissioner,  in 
triplicate,  adequate  information  of  the 
kind  required  for  Form  P1X-1800 — ^Re> 
vised  under  S  314.1(c)  (3)  of  this  chapter 
and  such  application  has  been  improved 
by  the  Food  and  Drug  Administration. 
The  exemption  shall  expire  at  the  be¬ 
ginning  of  any  act  changing  the  labeling 
or  potency  of  such  drug  unless  an  ap¬ 
proved  supplement  to  the  application 
provides  for  the  change  or  tte  chmige 
is  made  in  conformance  with  other  pro- 
vislons  of  S  314.8  of  this  chapter. 

(61)  It  is  a  medicated  chicken  feed 
containing  antibiotics  and  buquinolate 
in  the  amounts  and  for  the  ptirposes  in¬ 
dicated  in  8  121.291  of  this  chapter;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  there  has 
been  submitted  to  the  Commissioner,  in 
triplicate,  adequate  information  of  the 
kind  required  for  Form  FD-1800 — ^Re¬ 
vised  vmder  8  314.1(c)  (3)  of  this  chapter 
and  such  application  has  been  approved 
by  the  Food  and  Drug  Administration. 
The  exemption  shall  expire  at  the  begin¬ 
ning  of  any  act  changW  the  labeling  or 
potency  of  such  drug  unless  an  approved 
supplement  to  the  application  provides 
for  the  change  or  the  change  is  made  in 
conformance  with  other  provisions  of 
8  314.8  of  this  chapter. 

(62)  It  is  a  medicated  cattle  feed  con¬ 
taining  antibiotics  and  sulfamethazine 
in  the  amounts  and  for  the  purposes  in¬ 
dicated  in  8  121.208  of  this  chapter;  its 
labeling  bears  adequate  directions  and 
warnings  for  such  use:  and  there  has 
been  submitted  to  the  Commissioner,  in 
triplicate,  adequate  information  of  the 
kind  required  for  Form  PD-1800 — ^Re¬ 
vised  iinder  8  314.1(c)  (3)  of  this  chapter 
and  such  application  has  been  approved 
by  the  Food  and  Drug  Administration. 
TTie  exemption  shall  expire  at  the  hor¬ 
ning  of  any  act  changing  the  labeling  or 
potency  of  such  drug  unless  an  approved 
supplement  to  the  application  provides 
for  the  change  or  the  change  is  made  in 
conformance  with  other  provisions  of 
8  314.8  of  this  chapter. 

(63)  It  is  a  medicated  feed  containing 
antibiotics,  clopidol,  and  3-nitro-4-hy- 
droxyphenylarsonlc  acid  in  the  amounts 
and  for  the  purposes  indicated  in 
88  121.262  and  121.325  of  this  chapter: 
its  labeling  bears  adequate  directions  and 
warnings  for  such  use;  and  there  has 
been  submitted  to  the  Commissioner,  in 
triplicate,  adequate  Information  of  the 
kind  required  for  Form  FD-1800 — ^Re¬ 
vised  under  S  314.1(c)  (3)  of  this  chapter 
and  such  application  has  been  approved 
by  the  Food  and  Drug  Administration. 
The  exmption  shall  expire  at  the  begin¬ 
ning  for  any  act  changing  the  labeling  of 
potency  of  such  drug  tmless  an  approved 
supplement  to  the  application  provides 


for  the  change  or  the  change  is  made  in 
conformance  with  other  provisions  of 
8  314.8  ot  this  chapter. 

(64)  It  is  a  medicated  feed  containing 
decoquinate  and  anUbloticB  and  it  is  used 
in  accordance  with  8  558.195  of  this 
chapter. 

Subpart  G — Sponsors  of  Approved 
Applications 

§  510,600  Names,  addresses,  and  code 
nnmbers  of  sponsors  of  approved  ap¬ 
plications. 

(a)  Section  512(i)  of  the  act  requires 
publication  of  names  and  addresses  of 
sponsors  of  approved  applications  for 
new  animal  drugs. 

(b)  In  this  section  each  name  and  ad¬ 
dress  is  Identified  by  a  numerical  code. 
The  code  niunbers  Idoitify  the  sponsors 
of  the  new  animal  drug  applications  asso¬ 
ciated  with  the  regulations  published 
pursuant  to  section  512(1)  of  the  act  The 
code  numbers  will  appear  in  the  appro¬ 
priate  regulations  and  serve  as  a  r^er- 
ence  to  the  names  and  addresses  listed 
in  this  section. 

(c)  The  names,  addresses,  and  drug 
listing  numbers  of  sponsors  of  approved 
new  animal  drug  applications  are  as 
follows; 

( 1 )  ALPHABETICAL  USTTNO  OF  SPONSORS 

Drug  listing 


Firm  name  and  address:  >  No. 

Affiliated  Laboratories  Division. 
Whltmoyer  Laboratories,  Inc.. 

19  North  Railroad  St..  Myers- 

town.  PA  17067 . . .  011826 

Agricultural  Processing  Corp..  226 
Alabama  St..  P.O.  Box  846. 

Salem.  VA  24163  .  011904 

Agriciiltural  &  Veterinary  Prod¬ 
ucts  Division.  Abbott  Labora¬ 
tories,  Abbott  Park,  North  Chi¬ 
cago.  IL  60064 _  043731 

Albers  Milling  Co.,  Carnation 
Bldg.,  6046  Wilshlre  Blvd.,  Los 

Angeles,  CA  90036 _ _ 017826 

Albion  Laboratories,  Inc.,  101 
North  Main,  Clearfield,  UT 

84016  .  011485 

Allied  Chemical  Corp.,  Agricul¬ 
tural  Division,  40  Rector  St.. 

New  York,  NY  10006 _  011462 

Alton  Premium  Feed  Co.,  Alton,  lA 

61003  _ _ _  018366 

American  Cyanamid  Co.,  P.O.  Box 

400,  Princeton.  NJ  08640 .  010042 

American  Scientific  Laboratories, 

A  Division  of  Sobering  Corp., 


Anthony  Veterinary  Products  Co., 

11634  McBean  Drive,  El  Monte, 

CA  91732 . - . .  000864 

Armour  Pharmaceutical  Co.,  P.O. 

Box  3113,  Omaha.  NE  68103 _  000063 

Ayerst  Laboratories,  Division  of 
American  Home  Products  Corp., 

685  Third  Ave.,  New  York.  NY 

10017  .  000046 

Bablneaux’s  VeterixuuY  Products, 

Inc.,  6425  Airline  Highway,  Me¬ 
tairie,  LA  70003 _ : .  021188 

Balfour  Guthrie  tc  Co.,  Ltd.,  315 
‘  North  H  St..  Fresno,  CA  93701.*  043728 

Bairvet  Corp.,  P.O.  Box  390,  Shaw¬ 
nee  Mission,  KS  66201 .  000869 

Beecham-Massenglll  Pharmaceuti¬ 
cals,  Division  of  Beecham,  Inc., 

Bristol,  TN  37620 .  000029 


Drug  listing 

Firm  name  and  address:  No. 


Blair  Milling  &  Elevator  Oo.,  Inc., 
1000  Main  St.,  AXchlson,  KS 

66002  . . 

Brlst(4  Laboratories,  Division  of 
Bristol-Myers  Co..  P.O.  Box  667, 

Syracuse,  NY  13201 _ 

Bums  Bloteo  Laboratories  Divi¬ 
sion,  Chromalloy  Pharmaceuti¬ 
cals.  Inc.,  7711  Oakport  St., 

Oakland,  CA  94621 . 

Cadco,  Inc.,  P.O.  Box  3699,  10100 
Douglas  Ave.,  Des  Moinesi  lA 

60322  . . . 

Carlbe  Chemical  Co..  Inc.,  676 
Fifth  Ave.,  New  York,  NY  10036. 
Carson  Chemicals,  Inc.,  New  Castle, 

IN  47362 . 

Central  Soya  Co.,  Inc.,  McMillan 
Feed  Division,  13(X)  Fort  Wayne 
Bank  Building,  Fort  Wayne,  IN 

46802  _ 

Ciba  Pharmaceutical  Oo..  566  Mor¬ 
ris  Ave.,  Summit,  NJ  07901 _ 

Commercial  Solvents  Corp.,  1331 
South  First  St.,  Terre  Haute,  IN 

47808  . 

The  A.  O.  Cooper  Oo..  Humlxrit, 

NE  68376 . . . 

Cooper  U.S.A..  Inc.,  P.O.  Box  12338, 
Research  Triangle  Park,  NC 

27709  . . . 

John  D.  Copanos  &  Co.,  Inc.,  Balti¬ 
more,  MD  21226 _ 

Chitter  Laboratories,  Inc.,  Fourth 
and  Parker  St.,  Berkeley,  CA 

94710 . . . . . 

D-M-Phaimaceutioals,  Inc.,  1146 
7^  St.,  Rockville,  MD  20860.. 
Danbury  Phaimaoal.  Inc.,  131 

Wests  St.,  Danbury,  CT  06810 _ 

Dawes  Laboratories,  Inc.,  460  State 
St..  Chicago  Heights,  IL  6(M11.. 
Dean’s  Specialty  Supply  Co..  310 
Second  Ave.  SW.,  Waseca,  MN 

66093  . . 

Diagnostic  bata,  Inc.,  618  Logue 
Ave.,  Mountain  View,  CA  94040.. 
Diamond  Laboratories,  Inc.,  P.O. 

Box  863,  Des  Moines.  lA  50304 _ 

Diamond  Shamrock  Chemical  Co.. 

60  Park  H.,  Newark,  NJ  07101... 
Dbboy  Feeds,  Domain  Industries, 
Inc.,  216  North  Knowles  Ave., 

New  Richmond,  W1  64017 _ 

The  Dow  Chemical  Co..  P.O.  Box 

1706,  Midland,  Ml  48640 . . 

Eaton  Laboratories,  Division  of 
Morton-Norwlch  Products,  Inc., 
P.O.  Box  191,  Norwich,  NY  13815. 
Elanco  Products  Co.,  A  Division  of 
Ell  Lilly  &  Co..  740  South  Ala¬ 
bama  St.,  Indianapolis,  IN 

46206  . . . . . 

Endo  Laboratories,  Inc.,  1000  Stew¬ 
art  Ave.,  Garden  City,  NY  11630. 
Evsco  Pharmaceutical  Corp.,  3346 
Royal  Ave.,  Oceanside.  NY  11572. 
Farmer's  Union  Grain  Terminal 
Association,  Feed  Division,  P.O. 
Box  1447,  Sioux  Falls,  SD  57101. 
Farmers  Feed  &  Supply  Co.,  Ninth 
St.  at  Northwestern  Tracks,  Tip- 

ton,  lA  62772. . . . 

The  Famam  Ck>mpanieB.  Inc.,  8701 
North  29th  St.,  Omaha,  NE 

68112  . . . . . 

Fasco  Mills  Co.,  Box  70,  Route  34 

East,  Mendota,  IL  61342 - 

Feed  Fortifiers,  !Inc.,  Manson,  lA 

60663  . 

Feed  Products,  Inc.,  1000  West 

47th  Ave.,  Denver,  CO  80211 - 

Peed  Specialties  Co.,  1877  NE.  58th 

Ave.,  Des  Moines,  lA  50313 - 

Forbes  Laboratories.  402  West 
Lakeside  St.,  Madison,  WI  63715. 


018697 

000016 

000846 

011490 

000345 

011769 

012286 

000008 

012760 

043426 

011402 

010071 

000161 

000693 

000601 

024064 

024817 

024991 

013947 

026001 

026796 

026700 

000036 

000986 

000066 

017030 

017162 

043744 

017135 

030804 

017265 

013959 

017274 

032420 
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Firm  name  and  address: 


Drug  listing 
No. 


Firm  name  and  address: 


Drug  listing 
No. 


Firm  name  and  address : 


Drug  listing 
No. 


Formica  Laboratories.  124  Bast 
Fifth  St..  LlUle  Rock.  AB  72115. 
Fort  Dodge  Laboi^torles.  Fort 

Dodge.  lA  50501 _ 

Fromm  Laboratories.  Inc..  Orsfton. 

WI  53024 . . . 

FS  Services.  Inc..  1701  Towanda 

Ave..  Bloomington.  IL  61701 _ 

Oland-O-Lac  Co..  1818  Leaven¬ 
worth  St..  Omaha.  NE  68102.. 
Ologau  &  Co..  Inc..  4614  West  Lake 

St..  Melrose  Park.  IL  60160 - 

H.  Clay  Olover  Co..  Inc.,  1001  Fran¬ 
klin  Ave.,  OaMen  City,  NT 

11680  . 

Oolden  Sun  Feeds,  Inc.,  Ill  South 
Fifth  St..  EsthervUle,  lA  51334.. 
Gooch  Feed  Mill  Corp.,  540  South 

St.,  Uncoln,  NE  68601 . 

Grain  Processing  Corp.,  Muscatine, 

lA  62761 . . . 

G.  C.  Hanford  Manufacturing  Co.. 
P.O.  Box  1055,  Syracuse,  NT 

13201  . . . 

Hart-Delta,  Inc.,  5055  Choctaw 
Drive,  Baton  Rouge,  LA  70805.. 
Helnold  Eaevator  Co.,  Inc.,  Kouts, 

IN  46347 . 

Henwood  Feed  Additives,  Inc.,  211 
Western  Rd..  Box  577,  Lewlsburg, 

OH  45338 . 

Hess  &  Clark,  Division  of  Rhodla, 

Inc.,  Ashland,  OH  44805 _ 

Dow  B.  Hlckam,  Inc.,  Pharmaceu¬ 
ticals,  P.O.  Box  35413,  Houston, 

TX  77036... . 

Hoechst-Roussel  Pharmaceuticals, 
Inc.,  Route  202-206,  SomervlUe, 

NJ  06876 . . . . 

Hoffmann-La  Roche,  Inc.,  Nutley, 

NJ  07110 . . . . . 

Hubbard  Milling  Co..  424  North 
Front  St.,  Mankato.  MN  66001... 
International  Nutrition,  Inc.,  6664 

“L”  St..  Omaha.  NE  68117 . 

Jensen -Salsbery  Laboratories,  Di¬ 
vision  of  Rlchardson-Merrell, 

Inc.,  Kansas  City,  MO  64141 _ 

KASCO-ETCO  Laboratories,  Inc., 
P.O.  Box  730,  HlcksvUle,  NT 

11802  . . . 

Land  OXekes,  Inc.,  Agricultural 
Services.  2827  Eighth  Avenue 

South,  Fort  Dodge  lA  50501, _ 

Dr.  LeOear,  Inc.,  4161  Beck  Ave., 

St.  Louis,  MO  63116 . 

Mattox  &  Moore.  Inc.,  1503  East 
Riverside  Drive,  Indianapolis.  IN 

46207  . . . . . 

Maiury  Biological  Co..  Inc.,  6109 
South  Western  Ave.,  Los  Ange¬ 
les.  CA  90047 . 

McClellan  Laboratories,  Inc.,  19600 
Sixth  Ave.,  Lakevlew,  CA  92363. 
McKesson  Laboratories,  Bridge¬ 
port.  CT  06602 . 

McNeil  Laboratories,  Inc.,  Camp 
Hill  Rd.,  Fort  Washington.  PA 

19034  . . 

Merck  Sharp  tc  Dohme  Research 
Laboratories,  Division  of  Merck 
&  Co.,  Inc.,  Rahway,  NJ  07065.. 
M  &  M  Livestock  Products  Co.. 

Eagle  Grove.  lA  50533 _ 

Moorman  Manufacturing  Co., 

Quincy,  IL  62301 _ 

Myers-Carter  Laboratories,  Inc., 
5160  West  Bethany  Home  Rd., 

Glendale,  AZ  86301 . 

National  Laboratories  Corp.,  1721 
Baltimore  Ave.,  Kansas  City,  MO 

64108  . . 

Nixon  and  Co.,  Klewltt  Plaza, 

Omaha,  NE  88501 _ 

Norden  Laboratories,  Inc.,  Lincoln, 
NE  68601 . 


043734 

000856 

020112 

020275 

043735 

010469 

010471 

021780 

021798 

022591 

010515 

015563 

043727 

026186 

011801 

000614 

000039 

000004 

012190 

043733 

017220 

010616 

034500 

011950 

027863 

010719 

043738 

000022 

000045 

000006 

026282 

021930 

000381 

011811 

043729 

011519 


Norwich  Agrlcultmal  Products, 
A  Division  of  Morton-Norwlch 
Products,  Inc.,  Norwich,  NT 

13816  . 

Parke,  Davis  &  Co.,  Joseph  Campau 
Avenue  at  the  River,  Detroit,  MI 

48232  . . . . . 

S.  B.  Penlck  &  Co.,  100  Church  St., 

New  Tork,  NT  10008 . 

Penwalt  Corp.,  P.O.  Box  1297,  Ta- 

koma,  WA  98401 _ 

Peter  Hand  Foundation,  2  East 
Madison  St.,  Waukegan,  IL 

60065  . 

Pfizer,  Inc.,  235  East  42d  St.,  New 

Tork,  NT  10017 . 

Philips  Roxane,  Inc.,  2621  North 
Belt  Highway,  St.  Joseph,  MO 

'64502  . 

Pitman-Moore,  Inc.,  Washington 

Crossing,  NJ  08560  _ _ _ 

Premier  Malt  Products,  Inc.,  Mil¬ 
waukee,  WI  53201  _ 

Protein  Blenders,  Inc.,  Box  631, 
Highway  218  South,  Iowa  City, 

lA  52240  . 

The  Purdue  Frederick  Co.,  50 
Washington  St..  Norwalk,  CT 

06856  . 

Quali-Tech  Products.  Inc.,  318 
Lake  Hazeltlne  Drive,  Chaska, 

MN  56318  . . . 

Rachelle  Laboratories,  Inc.,  700 
Henry  Ford  Ave.,  P.O.  Box  2029, 

Long  Beach,  CA  90801  _ 

Ralston-Purlna  Co.,  Checkerboard 

Square.  St.  Louis,  MO  63199  _ 

Richlyn  Laboratories.  Inc.,  Castor 
and  Kensington  Aves.,  Phila¬ 
delphia.  PA  19124  . . . . 

A.  H.  Robins  Co.,  Research  Labo¬ 
ratories,  1211  Sherwood  Ave., 

Richmond,  VA  23220  _ 

Salsbury  Laboratories,  Charles 

City,  lA  50616 . 

Scherlng  Corp.,  Galloping  Hill  Rd.. 

Kenilworth.  NJ  07033  . 

G.  D.  Searle  &  Co..  P.O.  Box  5110, 

Chicago,  IL  60680  _ 

Shell  Chemical  Co.,  Division  of 
Shell  Oil  Co.,  Agricultural  Divi¬ 
sion,  2401  Crow  Canyon  Rd., 

San  Ramon,  CA  94583  _ 

Slmonsen  Mill-Rendering  Plant, 

Inc.,  Qulmby,  lA  51049  _ 

Smith  Kline  Animal  Health  .Prod¬ 
ucts,  Division  of  SmithKllne 
Oorp.,  1500  Spring  Garden  St., 

Philadelphia,  PA  19101 . 

Square  Deal  Fortification  Co., 

Kouts,  IN  46347 . . 

E.R.  Squibb  &  Sons.  Inc.,  P.O.  Box 

4000,  Princeton,  NJ  08540. . 

Stauffer  Chemical  Co.,  1200  South 
47th  St..  Richmond,  CA  94804... 
Sterling  Drug  Inc.,  90  Park  Ave., 

New  Tork,  NT  10016 . 

Summit  Hill  Laboratories,  P.O. 

Box  1,  Avalon.  NJ  08202 _ 

Syntex  Laboratories,  Inc.,  3401 
Hlllview  Drive,  Palo  Alto,  CA 

94304  . . . 

Tevcon  Ind.,  Inc.,  8904  J  St., 

Omaha.  NE  68127  . 

Thuron  Industries,  Inc.,  12200 
Denton  Drive,  Dallas,  TX  75234. 
The  Upjohn  Co.,  Kalamazoo.  MI 

49001  . . . . 

Vita  Plus  Corp.,  1508  W.  Badger 
Rd..  P.O.  Box  926,  Madison.  WI 

53701  . . 

V.P.O.,  Inc.,  4444  S.  76th  St., 
Omaha,  NE  68127 . . 


000947 

000071 

000794 

000018 

043737 

000069 

000010 

011716 

032707 

033999 

000034 

016968 

000196 

017800 

000115 

000031 

017210 

000085 

000014 

011461 

034418 

000007 

036108 

000003 

017032 

000934 

037990 

000033 

011757 

011536 

000009 

033071 

043743 


Walnut  Grove  Products,  Division 
of  W.  R.  Grace  &  Co..  201  Linn 
St.,  Atlantic.  lA  50022 . .  034139 


West  Chemical  Products,  Inc.,  42- 
16  West  St..  Long  Island  City, 

NT  11101 . 011638 

Westchester  Veterinary  Products, 

Inc.,  180  Mamaroneck  Ave., 

White  Plains,  NT  10601 .  043732 

Western  Serum  Co..  P.O.  Box  7025, 

Phoenix,  AZ  86011 . 011398 

Whltmoyer  Laboratories,  19  North 
Railroad  St.,  Myerstown,  PA 

19067  . 011794 

Winthrop  Laboratories,  Division 
Sterling  Drug,  Inc.,  90  Paris  Ave., 

New  Tork,  N.T.  10016 . 000024 

Wlttney  &  Co.,  4655  Colorado 

Blvd.,  Denver.  CO  80216 _  012481 

Wyeth  Laboratories,  Division 
American  Home  Products  Corp., 

P.O.  Box  8299,  Philadelphia.  PA 

19101  .  000008 

Toder  Feed.  Division  of  Toder,  Inc.. 

Kalona,  I A  52247 . 035369 

Toung’s  Inc.,  Roaring  Spring,  PA 

16673  . 035393 

Zenith  Laboratories,  Inc.,  140  Le- 
Grand  Ave.,  Northvale,  NJ  07647-  000172 
Zip  Feed  Mills,  304  East  Eighth  St., 

Sioux  Falls.  SD  57102 .  017434 

(2)  NUMERICAL  LISTING  OF  SPONSORS 


Drug  Listing 
No.: 

000003— 

000004— 

000006— 

000007— 

000008— 

000009— 

000010— 

000014— 

000015-.- 

000018— 

000022— 

000024--. 

000028— 

000029—. 

000031  — 

000033—. 

000034—- 


Flrm  name  and  address 

E.  R.  Squibb  &  Sons,  Inc.,  P.O. 
Box  4000,  Princeton,  NJ 
08540. 

Hoffmann-La  Roche,  Inc.,  Nut- 
ley,  NJ  07110. 

Merck  Sharp  &  Dohme  Research 
Laboratories,  Division  of 
Merck  &  Co.,  Inc.,  Rahway. 
NJ  07066. 

Smith  Kline  Animal  Health 
Products,  Division  of  Smith¬ 
Kllne  Corp.,  1500  Spring  Gar¬ 
den  St.,  Philadelphia,  PA 
19101. 

Wyeth  Laboratories,  Division 
American  Home  Products 
Corp.,  P.O.  Box  8299,  Phila¬ 
delphia.  PA  19101. 

The  Upjohn  Co..  Kalamazoo, 
MI  49001. 

Philips  Roxane,  Inc.,  2621  North 
Belt  Highway,  St.  Joseph, 
MO  64502. 

G.  D.  Searle  &  Co.,  P.O.  Box 
5110,  Chicago.  IL  60680. 

Bristol  Laboratories,  Division 
of  Bristol-Myers  Co.,  P.O. 
Box  657,  Syracuse,  NT  13201. 

Penwalt  Corp.,  P.O.  Box  1297, 

Takoma,  WA  98401. 

McKesson  Laboratories,  Bridge¬ 
port.  CT  06602. 

Winthrop  Laboratories,  Divi¬ 
sion  Sterling  Drug,  Inc.,  90 
Park  Ave.,  New  Tork,  NT 
10016. 

Clba  Pharmaceutical  Co.,  556 
Morris  Ave.,  Summit,  NJ 
07901. 

Beecham-Massenglll  Phar¬ 
maceuticals,  Division  of 
Beecham,  Inc.,  Bristol,  TN 
37620. 

A.  H.  Robins,  Research  Labora¬ 
tories,  1211  Sherwood  Ave., 
Richmond,  VA  23220. 

Syntex  Laboratories,  Inc.,  3401 
Hillvlew  Dr..  Palo  Alto,  CA 
94304. 

The  Purdue  Frederick  Co.,  50 
Washington  St.,  Norwalk,  CT 
06856. 
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Drug  listing 
No.: 

000035-_- 

000039— 

000045— 

000046... 

000053... 

000056... 

000069... 

000071... 

000085... 

000115... 

000138... 

000161... 

000172... 

000196... 

000345... 

000381... 

000514... 

000591... 

000693... 

000794... 

000845... 


000856... 

000859... 

000864... 

000934... 

000947... 

000986... 

010042... 

010271... 


Firm  name  and  address  • 

Eaton  Laboratories,  Division  of 
Morton-Norwich  Products, 
Inc.,  P.O.  Box  191,  Norwich, 
NY  13815. 

Hoecbst'Roussel  Pharmaceuti¬ 
cals,  Inc.,  Route  202-206, 
SomervUle,  NJ  08876. 

McNeil  Laboratories,  Inc., 
Camp  Hill  Rd.,  Fort  Washing¬ 
ton,  PA  19034. 

Ayerst  Laboratories,  Division  of 
American  Home  Products 
Corp,  685  Third  Ave.,  New 
York,  NY  10017. 

Armour  Pharmaceutical  Co., 
P.O.  Box  3113,  Omaha,  NE 
68103. 

Endo  Laboratories.  Inc.,  1000 
Stewart  Ave.,  Garden  City, 
NY  11630. 

Pfizer,  Inc.,  235  East  42d  St., 
New  York,  NY  10017. 

Parke,  Davis  &  Co.,  Joseph 
Campau  Avenue  at  the  River, 
Detroit.  MI  48232. 

Schering  Corp.,  Galloping  Hill 
Rd.,  KenUworth,  NJ  07033. 

Rlchlyn  Laboratories,  Inc., 
Castor  and  Kensington  Aves., 
Philadelphia,  PA  19124. 

American  Scientific  Labora¬ 
tories,  A  Division  of  Schering 
Corp.,  Bloomfield,  NJ  070<}3. 

Cutter  Laboratories,  Inc., 
Fourth  and  Parker  St.,  Berk¬ 
eley.  CA  94710. 

Zenith  Laboratories,  Inc.,  140 
LeGrand  Ave.,  Northvale, 
NJ  07647. 

Rachelle  Laboratories,  Inc.,  700 
Henry  Ford  Ave.,  P.O.  Box 
2029,  Long  Beach,  CA  90801. 

Carlbe  Chemical  Co..  Inc.,  576 
Fifth  Ave.,  New  York,  NY 
10036. 

Myers-Carter  Laboratories,  Inc., 
5160  West  Bethany  Home 
Rd.,  Glendale.  AZ  85301. 

Dow  B.  Hlckam,  Inc.  Pharma¬ 
ceuticals,  P.O.  Box  35413, 
Hoviston,  TX  77035. 

Danbury  Pharmacal,  Inc.,  131 
West  St.,  Danbury,  CT  06810. 

D-M-Pharmaceutlcals,  Inc., 
1146  Taft  St.,  RockvUle,  MD 
20850. 

S.  B.  Penlck  &  Co.,  100  Chtu^h 
St.,  New  York.  NY  10008. 

Burns  Biotec  Laboratories, 
Inc.,  Subsidiary  of  Chromal- 
loy  American  Corp.,  7711 
Oakport  St.,  Oakland,  CA 
94621. 

Fort  Dodge  Laboratories,  Fort 
Dodge.  lA  50501. 

Bayvet  Corp.,  P.O.  Box  390, 
Shawnee  Mission,  KS  66201. 

Anthony  Veterinary  Products 
Co.,  11634  McBean  Dr.,  El 
Monte,  CA  91732. 

Sterling  Drug  Inc.,  90  Park 
Ave.,  New  York,  NY  10016. 

Norwich  Agricultural  Products, 
A  Division  of  Morton-Nor¬ 
wich  Products,  Inc.,  Norwich, 
NY  13815. 

Elanco  Products  Co.,  A  Division 
of  Ell  LUly  &  Co.,  740  South 
Alabama  St.,  Indianapolis, 
IN  46206. 

American  Cyanamid  Co.,  P.O. 
Box  400,  Princeton,  NJ 
08540. 

John  D.  Copanos  &  Co.,  Inc., 
Baltimore,  MD  21225. 


Drug  Listing 
No.: 

010469— 

010471--. 

010515— 

010616— 

010719— 

011398— 

011461... 

011462—. 

011486— 

011490— 

011492... 

011619... 

011536... 

011538... 

011716... 
011757-  — 
011769.— 
011794... 

011801... 

011806-  — 
011811—. 

011825— 

011904—. 

011960—. 

012190... 

012286... 

012481  — 
012769— 

013947... 

013959— 

015563—. 


Firm  name  and  address 

Glogau  &  Co.,  Inc.,  4614  West 
Lake  St.,  Melrose  Park,  IL 
60160. 

H.  Clay  Glover  Co.,  Inc.,  1001 
Franklin  Ave.,  Garden  City, 
NY  11530. 

G.  C.  Hanford  Manufacturing 
Co.,  P.O.  Box  1055,  Syracuse, 
NY  13201. 

KASOO-BFCO  LabOTatories, 
Inc.,  P.O.  Box  730,  Hlcksville, 
NY  11802. 

Maury  Biological  Co.,  Inc., 
6109  South  Western  Ave.,  Los 
Angeles.  CA  90047. 

Western  Serum  Co.,  P.O.  Box 
7025,  Phoenix.  AZ  85011. 

Shell  Chemical  Co.,  Division  of 
Shell  Oil  Co.,  Agricultural 
Division,  2401  Crow  Canyon 
Rd.,  San  Ramon.  CA  94583. 

Allied  Chemical  Corp.,  Agricul¬ 
tural  Division?  40  Rector  St., 
New  York.  NY  10006. 

Albion  Laboratories,  Inc.,  101 
North  Main,  Clearfield.  UT 
84015. 

Cadco,  Inc.,  P.O.  Box  3499, 
10100  Douglas  Ave.,  Des 
Moines.  lA  60322. 

Cooper  U.S.A.,  Inc.,  P.O.  Box 
12338,  Research  Triangle 
Park.  NC  27709. 

Norden  Laboratories,  Inc.,  Lin¬ 
coln,  NE  68501. 

Thuron  Industries,  Inc.,  12200 
Denton  Drive,  Dallas,  TX 
75234. 

West  Chemical  Products,  Inc., 
42-16  West  St.,  Long  Island 
City,  NY  11101. 

Pltman-Moore,  Inc.,  Washing¬ 
ton  Crossing,  NJ  08560. 

Tevcon  Ind.,  Inc.,  8904  J  St., 
Omaha.  NE  68127. 

Carson  Chemicals,  Inc.,  New 
Castle,  IN  47362. 

Whitmoyer  Laboratories.  19 
North  Railroad  St.,  Myers- 
town,  PA  19067. 

Hess  &  Clark,  Division  of 
Rhodia,  Inc.,  Ashland.  OH 
44805. 

(Reserved] 

National  Laboratories  Corp., 
1721  Baltimore  Ave.,  Kansas 
City,  MO  64108. 

Affiliated  Laboratories  Divis¬ 
ion,  Whitmoyer  Laboratories, 
Inc.,  19  North  Railroad  St., 
Myerstown,  PA  17067. 

Agricultural  Processing  Corp., 
225  Alabama  St.,  P.O.  Box 
845.  Salem.  VA  24153. 

Dr.  LeOear,  Inc.,  4161  Beck 
Ave.,  St.  Louis.  MO  63116. 

Hubbard  Milling  Co.,  424  North 
Front  St.,  Mankato,  MN 
56001. 

Central  Soya  0>.,  Inc.,  Mc¬ 
Millan  Feed  Division,  1300 
Fort  Wayne  Bank  Building, 
Fort  Wayne,  IN  46802. 

Wlttney  &  Co.,  4655  Colorado 
Blvd.,  Denver,  CO  80216. 

Commercial  Solvents  Corp., 
1331  South  First  St.,  Terre 
Haute.  IN  47806. 

Diamond  Laboratories,  Inc., 
P.O.  Box  863,  Des  Moines, 
lA  60304. 

Feed  Products,  Inc.,  1000  West 
4Tth  Ave.,  Denver,  CO  80211. 

Hart-Delta,  Inc.,  6056  Choctaw 
Dr.,  Baton  Rouge.  LA  70805. 


Drug  Listing 
No.: 

018968... 

017030— 

.  017032... 

017135... 

017162— 

017210... 

017220— 

017255... 

017274— 

017434... 

017800... 

017826... 

018356... 

018697... 

020275... 

020112... 

021188... 

021780... 

021798... 

021930... 

022591... 

024264... 

024817... 

024991... 

025001... 

026700... 

025796... 

•026186... 

026282... 

027863... 

030804... 


Firm  name  and  address 

Quall-Tech  Products,  Inc.,  318 
Lake  Hazeltine  Dr.,  Chaska, 
MN  58318. 

Evsco  Pharmaceutical  Corp., 
3346  Royal  Ave.,  Oceanside, 
NY  11672. 

Stauffer  Chemical  Co.,  1200 
South  47th  St.,  Richmond, 
CA  94804. 

The  Famam  Companies,  Inc., 
8701  North  29th  St.,  Omaha, 
NE  68112. 

Fanner’s  Union  Grain  Termi¬ 
nal  Association,  Feed  Divi¬ 
sion,  P.O.  Box  1447,  Sioux 
Falls,  SD  57101. 

Salsbury  Laboratories,  Charles 
City,  lA  50616. 

Jensen-Salsbery  Laboratories, 
Division  of  Rlchardson-Mer- 
rell,  Inc.,  Kansas  City,  MO 
64141. 

Peed  Fortifiers,  Inc.,  Manson, 
lA  50563. 

Peed  Specialties  Oo.,  1877 
Northeast  58th  Ave.,  Des 
Moines,  lA  50313. 

Zip  Feed  Mills,  304  Ecutt  Eighth 
St.,  Sioux  Falls.  SD  57102. 

Ralston -Purina  Co.,  Checker¬ 
board  Sq.,  St.  Louis,  MO 
63199. 

Albers  Milling  Co.,  Carnation 
Bldg.,  6046  Wllshlre  Blvd., 
Los  Angeles.  CA  90036. 

Alton  Premium  Feed  Co.,  Al¬ 
ton,  lA  51003. 

Blair  Milling  &  Elevator  Co., 
Inc.,  1000  Main  St.,  Atchison, 
KS  66002. 

PS  Services,  Inc.,  1701  Towanda 

Ave.,  Blo<»nlngton,  IL  61701. 

Fromm  Laboratories,  Inc., 
Grafton,  WI  53024. 

Babineaux’s  Veterinary  Prod¬ 
ucts,  Inc.,  6425  Airline  High¬ 
way,  Metairie,  LA  70003. 

Golden  Sun  Feeds,  Inc.,  Ill 
South  Fifth  St.,  ESthervllle, 
lA  51334. 

Gooch  Peed  MUl  Corp.,  540 
South  St.,  Lincoln,  NE  68501. 

Moorman  Manufacturing  Co., 
Quincy,  IL  62301. 

Grain  Processing  Corp.,  Mus¬ 
catine,  lA  52761. 

Dawes  Laboratories,  Inc.,  460 
State  St..  Chicago  Heights, 
IL  60411. 

Dean’s  Specialty  Supply  Co., 
310  Second  Ave.,  SW.,  Wa¬ 
seca,  MN  56093. 

Diagnostic  Data,  Inc.,  518 
Logue  Ave.,  Mountain  View, 
CA  94040. 

Diamond  Shamrock  Chemical 
Co.,  60  Park  PL,  Newark,  NJ  ’ 
07101. 

’The  Dow  Chemical  Co.,  P.O. 
Box  1706,  Midland,  MI  48640. 

Doboy  Feeds,  Domain  Indus¬ 
tries,  Inc.,  215  North  Knowles 
Ave.,  New  Richmond,  WI 
54017. 

Henwood  Feed  Additives,  Inc., 
211  Western  Rd..  Box  677, 
Lewlsburg,  OH  45338. 

M  &  M  Livestock  Products  Co., 
Eagle  Grove,  lA  50533. 

Mattox  &  Moore,  Inc.,  1503  East 
Riverside  Dr.,  Indianapolis, 
IN  46207. 

Fasco  Mills  Co.,  Box  70,  Route 
34  East,  Mendota,  IL  61342. 
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Drug  Listing 

Firm  name  and  address 
Fmrbes  Laboratories,  402  West 
Lakeside  St.,  Madison,  WI 
63716. 

Premier  Malt  Products,  Inc., 
Milwaukee,  WI  63201. 

Vita  Plus  Corp.,  1608  West  Bad¬ 
ger  Rd.,  P.O.  Box  026,  Madi¬ 
son,  WI  63701. 

Protein  Blenders,  Inc.,  Box  631, 
Highway  218  South,  Iowa 
City,  lA  62240. 

Walnut  Grove  Products,  Divi¬ 
sion  of  WH.  Grace  &  Co.,  201 
Linn  St.,  Atlantic,  lA  60022. 
Slmonsen  Mill-Rendering  Plant, 
Inc.,  Qulmby,  lA  51049. 

Land  Ol^akes,  Inc.,  Agricultural 
Services,  2827  Eighth  Avenue 
South,  Port  Dodge,  lA  50501. 
Yoder  Peed,  Division  of  Yoder, 
Inc.,  Kalona,  lA  52247. 
Young’s,  Inc.,  Roaring  Spring, 
PA  16673. 

Square  Deal  Portlflcatlon  Co., 
Kouts,  IN  46347. 

Summit  Hill  Laboratories,  P.O. 

Box  1,  Avalon,  NJ  08202. 

The  A.  O.  Cooper  Co.,  Humboldt, 
NE  68376. 

Helnold  Elevator  Co.,  Inc., 
Kouts.  IN  46347. 

Balfour  Guthrie  &  Co.,  Ltd.,  316 
North  H  St.,  Presno,  CA  93701. 
Nixon  and  Co..  Klewltt  Plaza, 
Omaha,  NE  88501. 
Agricultural  &  Veterinary  Prod¬ 
ucts  Division,  Abbott  Labora¬ 
tories.  Abbott  Park,  North 
Chicago,  IL  60064. 
Westchester  Veterinary  Prod¬ 
ucts,  Inc.,  180  Mamaroneck 
Ave.,  White  Plains,  NY  10601. 
International  Nutrition,  Inc., 
6664  L  St.,  Omaha,  NE  68117. 
Formica  Laboratories.  124  East 
Fifth  St.,  Little  Rock,  AR 
72116. 

Gland-O-Lac  Co.,  1818  Leaven¬ 
worth  St.,  Omaha,  NE  68102. 
Peter  Hand  Foundation,  2  East 
Madison  St.,  Waukegan,  IL 
33142. 

McClellan  Laboratories,  Inc., 
19600  Sixth  Ave.,  Lakevlew, 

V.P.O.,  Inc.,  4444  South  76th  St., 
Omaha,  NE  68127. 

Farmers  Feed  &  Supply  Co., 
Ninth  St.  at  'Northwestern 
Tracks,  Tipton.  lA  62772. 


Part  511 — New  Animal  Drugs  for 
Investigational  Use 

Authositt:  Secs.  512,  701(a),  62  Stat. 
1066,  82  Stat.  343-361;  (21  U.S.C.  360b,  371 
(a)),  unless -otherwise  noted. 

§  511.1  New  animal  drugs  for  investi¬ 
gational  use  exempt  from  section 
512(a)  of  the  act. 

(a)  New  animal  drugs  lor  tests  in  vitro 
and  in  laboratory  research  animals.  (1) 
A  shipment  or  other  delivery  of  a  new 
animal  drug  or  animal  feed  bearing  or 
containing  a  new  animal  drug  intended 
solely  for  tests  in  vitro  or  in  animals 
used  only  for  laboratory  research  pur¬ 
poses  shall  be  exempt  from  section  512 
(a)  and  (m)  of  the  act  if  it  is  labeled 
as  follows: 

Caution.  Conttdns  a  new  animal  drug  for 
Investigational  use  only  in  laboratory  re¬ 


search  animals  or  for  tests  in  vitro.  Not  for 
use  In  humans. 

(2)  The  person  distributing  or  caus¬ 
ing  the  distribution  of  new  animal  drugs 
for  tests  in  vitro  or  in  animals  used  (xily 
for  laboratory  research  purposes  under 
this  exemption  shall  use  due  diligence  to 
assure  that  the  (xmsignee  is  regularly 
engaged  in  conducting  such  tests  and 
that  the  shipment  of  the  new  animal 
drug  will  actually  be  used  for  tests  in 
vitro  or  in  animals  used  only  for  labo¬ 
ratory  research. 

(3)  The  person  who  introduced  such 
shipment  or  who  delivered  the  new  ani¬ 
mal  drug  for  introduction  into  inter¬ 
state  commerce  shall  maintain  adequate 
records  showing  the  name  and  post  of¬ 
fice  address  of  the  expert  or  expert  or¬ 
ganization  to  whom  the  new  animal  drug 
is  shipped  and  the  date,  quantity,  and 
batch  or  code  mark  of  each  shipmoit 
and  delivery  for  a  period  of  2  years  after 
such  shipment  and  delivery.  Upon  the 
request  of  a  prc^erly  authorized  em¬ 
ployee  of  the  Department  at  reasonable 
times,  he  shall  make  such  records  avail¬ 
able  for  inspection  and  copying. 

(4)  The  exemption  allowed  in  this 
paragraph  shall  not  apply  to  any  new 
animal  drug  intended  for  in  vitro  use  in 
the  regular  course  of  diagnosing  or  treat¬ 
ing  disease,  including  antibacterial  sen¬ 
sitivity  discs  impregnated  with  any  new 
animal  drug  or  drugs,  which  discs  are  in¬ 
tended  for  use  in  determining  suscepti¬ 
bility  of  microorganisms  to  the  new 
animal  drug  or  drugs. 

(b)  New  animal  drugs  for  clinical  in¬ 
vestigation  in  animals.  A  shipment  or 
other  delivery  of  a  new  animal  drug  or 
an  animal  feed  containing  a  new  animal 
drug  intended  for  clinical  investigational 
use  in  animals  shall  be  exempt  from  sec¬ 
tion  512  (a)  and  (m)  of  the  act  if  all 
the  following  conditions  are  met; 

(1)  llie  label  shall  bear  the 
statements; 

Caution.  Contains  a  new  animal  drug  for 
use  only  In  Investigational  animals  In  clin¬ 
ical  trials.  Not  for  use  In  humans.  Edible 
products  of  Investigational  animals  are  not 
to  be  used  for  food  unless  authorization  has 
been  granted  by  the  IT.S.  Pood  and  Drug 
Administration  or  by  the  U.S.  Department 
of  Agriculture. 

In  the  case  of  containers  too  small  or 
otherwise  imable  to  accommodate  a  label 
with  sufScient  space  to  bear  the  caution 
statements  required  by  paragraphs  (a) 
or  (b)  of  this  section,  the  statements  may 
be  included  on  the  carton  label  and 
other  labeling  on  or  within  the  package 
from  which  the  new  animal  drug  is  to  be 
dispensed. 

(2)  The  person  or  firm  distributing  or 
causing  the  distribution  of  the  new  ani¬ 
mal  drug  or  animal  feed  containing  a 
new  animal  drug  shall  use  due  diligence 
to  assure  that  the  new  animal  drug  or 
animal  feed  containing  a  new  animal 
drug  will  actually  be  used  for  tests  in 
animals  and  is  not  used  in  humans. 

(3)  The  person  who  introduced  such 
shipment  or  who  delivered  the  new  ani¬ 
mal  drug  or  animal  feed  containing  a 
new  animal  drug  for  introduction  into 


interstate  commerce  shall  maintain  ade¬ 
quate  records  showing  the  name  and  post 
office  address  of  the  investigator  to  whom 
the  new  animal  drug  or  animal  feed  con¬ 
taining  a  new  animal  drug  is  shipped  and 
the  date,  quantity,  and  batch  or  code 
mark  of  each  shipment  and  delivery  for 
a  period  of  2  years  after  such  shipment 
and  delivery.  Upon  the  request  of  a  prop¬ 
erly  authorized  employee  of  the  Depart¬ 
ment  at  reasonable  times,  such  records 
shall  be  made  available  for  inspection 
and  copying. 

(4)  Prior  to  shipment  of  the  new  ani¬ 
mal  drug  for  clinical  tests  in  animals,  the 
sponsor  of  the  investigation  shall  submit 
in  triplicate  to  the  Food  and  Drug  Ad¬ 
ministration  a  “Notice  of  CHalmed  Inves¬ 
tigational  Exemption  for  a  New  Animal 
Drug”  including  a  signed  statement  con¬ 
taining  the  following  information: 

(i)  Itie  identity  of  the  new  animal 
drug. 

(ii)  All  labeling  and  other  pertinent 
information  to  be  supplied  to  the 
investigators. 

(iii)  The  name  and  address  of  each 
clinical  investigator. 

(iv)  The  approximate  number  of  ani¬ 
mals  to  be  treated  (or  if  not  available, 
the  amount  of  new  animal  drug  to  be 
shipped) . 

(V)  If  the  new  animal  drug  is  given  to 
food-producing  animals,  the  statement 
shall  contain  the  following  additional 
information: 

(a)  A  commitment  that  the  edible 
products  from  such  animals  shall  not  be 
used  for  food  without  prior  authorization 
in  accordance  with  the  provisions  pre¬ 
scribed  in  this  section. 

(b)  Approximate  dates  of  the  ^gin¬ 
ning  and  end  of  the  experiment  or  series 
of  experiments. 

(c)  The  maximum  daily  dose(s)  to 
be  administered  to  a  given  species,  the 
size  of  animal,  maximum  duration  of  ad¬ 
ministration,  method  (s)  of  administra¬ 
tion,  and  proposed  withdrawal  time,  if 
any. 

(5)  Authorization  for  use  of  edible 
products  derived  from  a  treated  food- 
producing  animal  may  be  granted  under 
the  provisions  of  this  section  and  when 
the  following  specified  conditions  are 
met.  except  that  in  the  case  of  an  animal 
administered  any  unlicensed  experimen¬ 
tal  veterinary  biological  product  regu¬ 
lated  under  the  viruses,  serums,  toxins 
statute  (21  U.S.C.,  Chapter  V.  sec.  151  et 
seq.)  the  product  shall  be  exempt  from 
the  requirements  of  this  section  when 
U.S.  Department  of  Agriculture  approval 
has  been  obtained  as  provided  in  9  CPR 
103.2.  Conditional  authorization  may  be 
granted  in  advance  of  identification  of 
the  name(s)  and  address(e8)  of  the  clin¬ 
ical  investigator (s)  as  require  by  para¬ 
graph  (b)  (4)  (iii)  of  this  section.  In¬ 
formation  required  for  authorization 
shall  include,  in  addition  to  all  other 
requirements  of  this  section,  the 
following: 

(i)  Data  to  show  that  consumption  of 
food  derived  from  animals  treated  at  the 
maximum  levels  with  the  minimum  with¬ 
drawal  periods,  if  any,  specified  in  ac- 


No.: 

032420... 

032707... 

033071... 

033999... 

034139... 

034418... 

034600... 

035369... 

036393... 

036108... 

087990... 

043426... 

043727... 

043728... 

043729... 

043731... 

043732... 

043733... 

043734... 

043736... 

043737... 

043738... 

043743... 

043744... 
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cordance  with  paragraph  (b)(4)(v)(c) 
of  this  secUon,  will  not  be  inconsistent 
with  the  public  health;  or 

(ID  Data  to  show  that  food  derived 
from  animals  treated  at  the  maximum 
levels  and  with  the  minimum  withdrawal 
periods,  if  any.  spedfled  in  accordance 
with  paragraph  (b)  (4)  (v)  (c)  of  this 
section,  does  not  contain  drug  residues 
or  metabolites. 

(iii)  Hie  name  and  location  of  the 
plant  where  the  animals  will  be 
processed,  except  that  this  requirement 
may  be  waived,  on  request,  by  the  terms 

of  the  authorization. 

% 

Authorizations  granted  under  this  sub- 
paragnqih  do  not  exempt  investigational 
MiiftiftiK  and  their  products  from  com- 
idlance  with  other  applicable  inspection 
requirements. 

(6)  On  written  request  of  the  Food 
and  Drug  Administration,  the  sponsor 
Rhft.li  submit  any  additional  information 
reported  to  or  otherwise  received  by  him 
with  respect  to  the  investigation  deemed 
necessary  to  facilitate  a  determination 
whether  there  are  grounds  in  the  inter¬ 
est  of  public  health  for  terminating  the 
exemption. 

(7)  The  sponsor  shall  assure  himself 
that  the  new  animal  drug  is  shipped  only 
to  investigators  who; 

(i)  Are  qualified  by  scientific  training 
and/experimce  to  evaluate  the  safety 
and/or  effectiveness  of  the  new  animal 
drug. 

(11)  Shall  maintain  complete  records 
of  the  investigations,  including  complete 
records  of  the  receipt  and  disposition  of 
each  shiixnent  or  delivery  of  the  new 
animal  dnig  under  investigation.  Copies 
of  all  records  of  the  investigation  shall  be 
retained  by  the  Investigator  for  2  years 
after  the  termination  of  the  investigation 
or  ivproval  of  a  new  animal  drug  appli¬ 
cation. 

(ill)  Shall  furnish  adequate  and  timely 
reports  of  the  investigation  to  the 
sponsor. 

(8)  Hie  sponsor: 

(i)  Shall  retain  all  reports  received 
from  investigators  for  2  years  after  the 
termination  of  the  Investigation  or  ap¬ 
proval  of  a  new  animal  drug  application 
and  make  such  r^rts  available  to  a 
duly  authorized  employee  of  the  Depsqt- 
ment  for  inspection  at  all  reasonable 
times. 

(ii)  Shall  provide  for  current  monitor¬ 
ing  of  the  Investigation  by  a  person  qual¬ 
ified  by  scientific  training  and  experience 
to  evaluate  information  obtained  from 
the  investigation,  and  shall  promptly  in¬ 
vestigate  and  report  to  the  Food  and 
Drug  Administration  and  to  all  investi¬ 
gators  any  findings  associated  with  use 
of  the  new  animal  drug  that  may  suggest 
significant  hazards  pertinent  to  the 
safety  of  the  new  animal  drug. 

(iii)  Shall  not  unduly  prolong  distri¬ 
bution  of  the  new  animal  drug  for  in¬ 
vestigational  use. 

(iv)  Shall  not.  nor  shall  any  person 
acting  for  or  on  b^alf  of  the  sponsor, 
represent  that  the  new  animal  drug  is 
safe  or  effective  for  the  purposes  for 
which  it  is  under  investigation.  This  re¬ 


quirement  is  not  Intended  to  restrict  the 
full  exchange  of  sdentlflc  information. 

(V)  Shall  not  couunercially  distribute 
nor  test-market  the  new  animal  drug  un¬ 
til  a  new  animal  drug  application  is  ap¬ 
proved  pursuant  to  section  512(c)  of  the 
act. 

(9)  If  the  shipment  or  other  delivery 
of  the  new  animal  drug  is  imported  or 
offered  for  importation  into  the  United 
States  for  clinical  investigational  use  in 
animals,  it  shall  also  meet  the  following 
conditions: 

(1)  The  Importer  of  all  such  shipments 
or  deliveries  is  an  agent  of  the  foreign 
exporter  residing  in  the  United  States 
or  tile  ultimate  consignee,  which  person 
has,  prior  to  such  shiiunents  and  deliv¬ 
eries,  informed  the  Food  and  Drug  Ad¬ 
ministration  of  his  intention  to  import 
the  new  animal  drug  as  sponsor  in  com- 
ifiiance  with  the  conditions  prescribed  in 
this  subdivision:  or 

(11).  The  new  animal  drug  is  shipped 
directly  to  a  scientific  institution  with 
adequate  facilities  and  qualified  person¬ 
nel  to  conduct  laboratory  or  clinical  in¬ 
vestigations  and  is  intended  solely  for 
use  in  such  institutions  and  which  insti¬ 
tution  has  submitted  a  statement  as 
sponsor  of  the  investigation. 

(10)  When  requested  by  the  agency, 
the  sponsor  shall  submit  an  oivironmen- 
tal  impact  analysis  report  piu*suant  to 
1 6.1  of  this  chapter. 

(c)  Withdrawal  of  eligibility  to  receive 
investigational-use  new  animal  drugs. 
(1)  Whenever  the  Food  and  Drug  Ad¬ 
ministration  has  informatitm  Indicating 
that  an  Investigator  has  repeatedly  or 
deliberately  failed  to  comply  with  the 
conditions  of  these  exempting  r^rula- 
tions  or  has  submitted  false  information 
either  to  the  sponsor  of  the  investigation 
or  in  any  required  report,  the  Director  of 
the  Bureau  of  Veterinary  Medicine  will 
furnish  the  investigator  written  notice  of 
the  matter  complained  of  in  general 
terms  and  offer  him  an  opportunity  to 
explain  the  matter  in  an  informal  con¬ 
ference  and/or  in  writing.  If  an  expla¬ 
nation  is  offered  but  not  accepted  by  the 
Bureau  of  Veterinary  Medicine,  the 
Commissioner  will  provide  the  investi¬ 
gator  an  opportunity  for  an  informal 
hearing  on  the  question  of  whether  the 
investigator  is  entitled  to  receive  investi¬ 
gational-use  new  animal  drugs,  if  the 
hearing  is  requested  within  10  days  after 
receipt  of  notification  that  the  explana¬ 
tion  is  not  acceptable. 

(2)  If,  after  evaluating  all  available 
information  including  any  explanation 
and  assurance  presented  by  the  investi¬ 
gator.  the  Commissioner  determines  that 
the  investigator  has  repeatedly  or  delib¬ 
erately  failed  to  cwnply  with  the  condi¬ 
tions  of  the  exempting  regulations  in 
this  section  or  has  repeatedly  or  deliber¬ 
ately  submitted  false  information  to  the 
sponsor  of  an  investigation  and  has 
failed  to  furnish  adequate  assurance  that 
the  conditions  of  the  ex«nption  will  be 
met.  the  Commissioner  will  notify  the 
investigator  and  the  sponsor  of  any  in¬ 
vestigation  in  which  he  has  been  named 
as  a  participant  that  the  investigator  is 
not  entitled  to  receive  investigational- 


use  new  animal  drugs  with  a  statement 
of  the  basis  for  such  detmnlnation. 

(3)  Each  “Notice  of  Claimed  Investi¬ 
gational  Exemption  for  a  New  Animal 
Drug”  and  each  approved  new  animal 
drug  application  containing  data  report¬ 
ed  by  an  investigator  who  has  been  de¬ 
termined  to  be  ineligible  to  receive  In- 
veetigational-use  new  animal  drugs  will  ■ 
be  examined  to  determine  whether  he 
has  submitted  unreliable  data  that  are 
essential  to  the  continuation  of  the  in¬ 
vestigation  or  essential  to  the  approval 
of  any  new  animal  drug  aiH>lication. 

(4)  If  the  Commissioner  determines 
after  the  unreliable  data  submitted  by 
the  investigator  are  eliminated  from  con¬ 
sideration  that  the  data  remaining  are 
inadequate  to  support  a  conclusion  that 
it  is  reasonably  safe  to  continue  the  in¬ 
vestigation.  he  will  notify  the  sponsor 
and  provide  him  with  an  opportunity  for 
a  conference  in  accordance  with  para¬ 
graph  (d)  of  this  section.  If  an  imminent 
hazard  to  the  public  health  exists,  how¬ 
ever.  he  shall  terminate  the  exemption 
forthwith  and  notify  the  sponsor  of  the 
termination.  In  such  event  the  Com¬ 
missioner,  on  request,  will  afford  the 
sponsor  an  opportunity  for  an  informal 
hearing  on  the  question  of  whether  the 
exemption  should  be  reinstated. 

(5)  If  the  Commissioner  determines, 
after  the  unreliable  data  submitted  by 
the  investigator  are  eliminated  from  con¬ 
sideration,  that  the  data  remaining  are 
such  that  a  new  animal  drug  application 
would  not  have  been  approved,  he  will 
proceed  to  withdraw  approval  of  the  ap¬ 
plication  in  accordance  with  section 
512(e)  of  the  act. 

(6)  An  Investigator  who  has  been  de¬ 
termined  to  be  ineligible  may  be  rein¬ 
stated  as  eligible  to  receive  investiga¬ 
tional-use  new  animal  drugs  when  the 
Commissioner  determines  that  he  has 
presented  adequate  assurance  that  he 
will  employ  such  new  animal  drugs  sole¬ 
ly  in  compliance  with  the  exempting 
regulations  in  this  section  for  investiga¬ 
tional-use  new  animal  drugs. 

(d)  Termination  of  exemption.  If  the 
Commissioner  finds  that: 

(1)  The  sponsor  of  the  investigation 
has  failed  to  comply  with  any  of  the 
conditions  for  the  exemption  estab¬ 
lished  under  this  section,  or 

(2)  The  continuance  of  the  investiga¬ 
tion  is  unsafe>or  otherwise  contrary  to 
the  public  interest  or  the  drug  is  being 
or  has  been  used  for  purposes  other 
than  bona  fide  scientific  investigation,  he 
shall  notify  the  sponsor  and  invite  his 
immediate  correction.  A  conference  will 
will  be  arranged  if  requested.  If  the  con¬ 
ditions  of  the  exemption  are  not  imme¬ 
diately  met.  the  Commissioner  shall 
notify  the  sponsor  of  the  termination 
of  the  exemption  and  the  sponsor  shall 
recall  or  have  destroyed  the  unused  sm>- 
plies  of  the  new  animal  drug. 

(e)  Statements  and  requests.  "No- 
tice(s)  of  Cfiaimed  Investigational  Ex¬ 
emption  for  a  New  Animal  Drug”  and 
requests  for  authorization  to  use  inves¬ 
tigational  animals  and  their  products  for 
food  should  be  addressed  to  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
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Pood  and  Drug  Administration,  Bureau 
of  Veterinary  Medicine,  5600  Fishers 
Lane,  Rockville,  MD  20852. 

PART  514 — NEW  ANIMAL  DRUG 
APPLICATIONS 
Subpart  A — Gaitaral  Proviaions 

Sec. 

514.1  Applications. 

514.2  Applications  for  animal  feeds  bear* 

Ing  or  containing  new  animal 
drugs. 

514.6  Amended  applications. 

514.7  Withdrawal  of  applications  without 

prejudice. 

514.8  Supplemental  new  animal  drug  ap¬ 

plications. 

514.9  Supplemental  applications  for  an¬ 

imal  feeds  bearing  or  containing 
new  animal  drugs. 

514.10  Confidentiality  of  data  and  infor¬ 

mation  In  an  Investigational  new 
animal  drug  notice  and  a  new  an¬ 
imal  drug  application  die  for  an 
antibiotic  drug. 

514.11  Confidentiality  of  data  and  infor¬ 

mation  in  a  new  animal  drug  ap¬ 
plication  file. 

514.12  Confidentiality  of  data  and  Infor¬ 

mation  In  an  Investigational  new 
animal  drug  notice. 

514.15  Untrue  statements  in  applications. 

514.50  Requests  for  certification,  check 

tests  and  assays,  and  working 
standards  for  animal  drugs  sub¬ 
ject  to  section  512 (n)  of  the  act; 
Informatlmi  and  samples  required. 

514.51  Certification  of  animal  drugs  sub¬ 

ject  to  section  512  (n)  of  the  act 
514.55  Forms  for  certification  or  exemption 
of  antibiotic  drugs  for  animal  use 
subject  to  section  512 (n)  of  the 
act. 

514.60  Fees  for  certification  of  animal 
drugs  subject  to  section  512(n) 
of  the  act. 

Subpart  B — Administrative  Actions  on 
Applications 

514.100  Evaluation  and  comment  on  appli¬ 
cations. 

514.105  Approval  of  applications. 

514.110  Reasons  for  refusing  to  file  appli¬ 

cations. 

514.111  Refusal  to  approve  an  application. 

514.115  Withdrawal  of  approval  of  applica¬ 

tions. 

514.116  Notice  of  withdrawal  of  approval 

of  application. 

514.120  Revocation  of  order  refusing  to  ap¬ 

prove  an  application  or  suspend¬ 
ing  or  withdrawing  approval  of  an 
application. 

514.121  Service  of  notices  and  orders. 
514.150  Conditions  on  the  effectiveness  of 

certificates  for  animal  drugs  sub¬ 
ject  to  section  512 (n)  of  the  act. 
514.155  Suspension  of  certification  service 
for  sponsors  of  animal  drugs. 
514.160  Disposition  of  outdated  animal 
drugs  subject  to  section  512(n)  of 
the  act. 

Subpart  C — Hearing  Procedures 

514.200  Contents  of  notice  of  op{>ortunlty 

for  a  hearing. 

514.201  '  Failure  to  file  an  app>earance. 

514.202  Appearance  of  applicant. 

514.203  Administrative  Law  Judge. 

514.204  Prehearing  and  other  conferences. 

514.205  Transcript  of  testimony. 

514.206  Oral  and  written  arguments. 
514.210  Hearing  procedure,  animal  drugs. 

Subpart  D — Evidence 

514.220  Submission  of  documentary  evi¬ 
dence  In  advance. 


FEDERAL 


Sec. 

514.221  Excerpts  from  documentary  evi¬ 

dence. 

514.222  Submission  and  receipt  of  evidence. 

Subpdrt  E — Rndlngs  of  Facts  and  Order 

514.230  Tentative  order. 

514.231  Exceptions  to  the  tentative  order. 

514.232  Issuance  of  final  order. 

Subpart  F — Judicial  Review 
514.235  Judicial  review. 

Authoeitt:  Secs.  512  (1),  (n).  701(a),  52 
Stat.  1055;  82  Stat.  343-351  (21  U.S.C.  360b 
(1) ,  (n) ) ,  unless  otherwise  noted. 

Subpart  A — General  Provisions 

§  514.1  Applications. 

(a)  Applications  to  be  filed  under  sec¬ 
tion  512(b)  of  the  act  shall  be  submitted 
in  the  form  described  in  paragraph  (b) 
of  this  section.  If  any  part  of  the  ap¬ 
plication  is  in  a  foreign  language,  an 
accurate  and  complete  English  trans¬ 
lation  shall  be  appended  to  such  part. 
Translations  of  literature  printed  in  a 
foreign  language  shall  be  accompanied 
by  copies  of  the  original  publication.  The 
application  must  be  signed  by  the  appli¬ 
cant  or  by  an  authorized  attorney,  agent, 
or  official.  If  the  applicant  or  such  au¬ 
thorized  representative  does  not  reside 
or  have  a  place  of  business  within  the 
United  States,  the  application  must  also 
furnish  the  name  and  post  office  ad¬ 
dress  of,  and  must  be  coimterslgned  by, 
an  authorized  attorney,  agent,  or  official 
residing  or  maintaining  a  place  of  busi¬ 
ness  within  the  United  States.  Pertinent 
information  may  be  incorporated  in,  and 
will  be  considered  as  part  of,  an  appli¬ 
cation  on  the  basis  of  specific  reference 
to  such  information,  including  informa¬ 
tion  submitted  under  the  provisions  of 
§  511.1  of  this  chapter,  in  the  files  of  the 
Food  and  Drug  Administration ;  however, 
the  reference  must  be  specific  in  identi¬ 
fying  the  information.  Any  reference  to 
information  furnished  by  a  person  other 
than  the  applicant  may  not  be  consid¬ 
ered  unless  its  use  is  authorized  in  a 
written  statement  signed  by  the  person 
who  submitted  it. 

(b)  Applications  for  new  animal  drugs 
shall  be  submitted  in  triplicate  and  as¬ 
sembled  in  the  manner  prescribed  by 
paragraph  (b)(15)  of  this  section,  and 
shall  include  the  following  information: 

(1)  Identification.  Whether  the  sub¬ 
mission  is  an  original  or  supplemental 
application:  the  name  and  the  address 
of  the  m>plicant;  the  date  of  the  applica¬ 
tion;  the  trade  name(s)  (if  one  has  been 
proposed)  and  chemical  name(s)  of  the 
new  animal  drug.  Upon  receipt,  the  ap¬ 
plication  will  be  assigned  a  number 

NADA _ _  which  shall  be  used  for 

all  correspondence  with  respect  to  the 
application. 

(2)  Table  of  contents  and  summary. 
The  application  shall  be  organized  in  a, 
cohesive  fashion,  shall  contain  a  table  of 
contoits  which  identifies  the  data  and 
other  material  submitted,  and  shall  con¬ 
tain  a  well-organized  summary  and  eval¬ 
uation  of  the  data  in  the  f<^owing  form: 

(i)  Chemistry: 

(a)  Chemical  structural  formula  or 
description  for  any  new  animal  drug 
substance. 
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(b)  Relationship  to  other  chemically 
or  pharmacologically  related  drugs. 

(c)  Description  of  dosage  form  and 
quantitative  composition. 

(ii)  Scientific  rationale  and  purpose 
the  new  animal  drug  is  to  serve: 

(a)  Clinical  piu*pose. 

(b)  Highlights  of  laboratory  studies: 
The  reasons  why  certain  types  of  studies 
were  done  or  omitted  as  related  to  the 
proposed  conditions  of  use  and  to  in¬ 
formation  already  known  about  this  class 
of  compounds.  Emphasize  any  unusual  or 
particularly  significant  pharmacological 
effects  or  toxicological  findings. 

(c)  Highlights  of  clinical  studies:  The 
rationale  of  the  clinical  study  plan  show¬ 
ing  why  types  of  studies  were  done, 
amended,  or  omitted  as  related  to  labora¬ 
tory  studies  and  prior  clinical  experience. 

(d)  Conclusions:  A  short  statement  of 
conclusions  combining  the  major  points 
of  effectiveness  and  safety  as  they  relate 
to  the  use  of  the  new  animal  drug. 

(3)  Labeling.  Three  copies  of  each 
piece  of  all  labeling  to  be  used  for  the 
article  (total  of  9) . 

(i)  All  labeling  should  be  identified  to 
show  its  position  on,  or  the  manner  in 
which  it  is  to  accompany  the  market 
package. 

(ii)  Labeling  for  nonprescription  new 
animal  drugs  should  include  adequate  di¬ 
rections  for  use  by  the  layman  under  all 
conditions  of  use  for  which  the  new 
animal  drug  is  intended,  recommended, 
or  suggested  in  any  of  the  labeling  or 
advertising  sponsored  by  the  applicant. 

(iii)  Labeling  for  prescription  veter¬ 
inary  drugs  should  bear  adequate  in¬ 
formation  for  use  under  which  veterinar¬ 
ians  can  use  the  new  animal  drug  safely 
and  for  the  purposes  for  which  it  is  in¬ 
tended,  including  those  purposes  for 
which  it  is  to  be  advertised  or  repre¬ 
sented,  in  accord  with  f  201.105  of  this 
chapter. 

(iv)  All  labeling  for  prescription  or 
nonprescription  new  animal  driigs  shall 
be  submitted  with  any  necessary  use 
restrictions  prominently  and  conspicu¬ 
ously  displayed. 

(V)  Labeling  for  new  animal  drugs  in¬ 
tended  for  use  in  the  manufacture  of 
medicated  feeds  shall  include: 

(a)  Specimens  of  labeling  to  be  used 
for  such  new  animal  drug  with  adequate 
directions  for  the  maniifacture  and  use 
of  finished  feeds  for  all  conditions  for 
which  the  new  animal  drug  is  intended, 
recommended,  or  suggested  in  any  of  the 
labeling,  including  advertising,  spon- 
.<;ored  by  the  applicant. 

(b)  Specimens  of  all  labeling  repre¬ 
sentative  of  those  proposed  to  be  used 
for  finished  feeds  manufactured  from  the 
new  animal  drug. 

(vi)  Draft  labeling  may  be  submitted 
for  preliminary  consideration  of  an  ap¬ 
plication.  Final  printed  labeling  will  ordi¬ 
narily  be  required  prior  to  approval  of 
an  application.  Proposed  advertising  for 
veterinary  prescription  drugs  may  be  sub¬ 
mitted  for  comment  or  approval. 

(4)  Components  and  composition.  A 
complete  list  of  all  articles  used  for  pro¬ 
duction  of  the  new  animal  drug  includ¬ 
ing  a  full  list  of  the  composition  of  each 
article: 
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(1)  A  full  list  of  the  articles  used  as 
components  of  the  new  aninuil  drug.  This 
Ust  should  include  all  substances  used 
In  the  synthesis,  extraction,  or  other 
method  of  preparaticm  of  any  new  ani¬ 
mal  drug  and  in  the  preparation  of  the 
finished  dos^e  form,  regardless  of 
whether  they  vmdergo  chemical  change 
or  are  removed  in  the  process.  Each  ccan- 
ponent  should  be  identified  by  its  estab¬ 
lished  name,  if  any,  or  complete  chem¬ 
ical  name,  using  structmal  formulas 
when  necessary  for  specific  identifica¬ 
tion.  If  any  proprietary  name  is  used,  it 
should  be  followed  by  a  complete  quan¬ 
titative  statement  of  composition.  Rea¬ 
sonable  alternatives  for  any  listed  com¬ 
ponent  may  be  specified. 

(ii)  A  full  statement  of  the  composi¬ 
tion  of  the  new  animal  drug.  The  state¬ 
ment  shall  set  forth  the  name  and 
amoimt  of  each  ingredient,  whether  ac¬ 
tive  or  not,  contained  in  a  stated  quan¬ 
tity  of  the  new  animal  drug  in  the  form 
in  which  it  is  to  be  distributed  (for  ex¬ 
ample,  amount  per  tablet  or  milliliter) 
and  a  batch  formula  representative  of 
that  to  be  employed  for  the  manfacture 
of  the  finished  dosage  form.  All  compo¬ 
nents  should  be  included  in  the  batch 
formula  regardless  of  whether  they  ap- 
pear  in  the  finished  product.  Any  calcu¬ 
lated  excess  of  an  ingredient  over  the 
label  declaration  should  be  designated  as 
such  and  percent  excess  shown.  Reason¬ 
able  variation  may  be  specified. 

(iii)  If  it  is  a  new  animal  drug  pro¬ 
duced  by  fermentation: 

(a)  Source  and  type  of  microorga¬ 
nism  used  to  produce  the  new  animal 
drug. 

(b)  Composition  of  media  used  to  pro¬ 
duce  the  new  animal  drug. 

<c)  Type  of  precursor  used,  if  any,  to 
guide  or  enhance  production  of  the  anti¬ 
biotic  during  fermentation. 

(d)  Name  and  ccnnposition  of  preserv¬ 
ative,  if  any,  iised  in  the  broth. 

(e)  A  complete  description  of  the  ex¬ 
traction  and  purification  processes  in¬ 
cluding  the  names  and  compositions  of 
the  solvents,  precipitants,  ion  exchange 
resins,  emulsifiers,  and  all  other  agents 
used. 

(/)  If  the  new  animal  drug  is  produced 
by  a  catalytic  hydrogenation  process 
(such  as  tetracycline  from  chlortetra- 
cycline),  a  complete  description  of  each 
chemical  reaction  with  graphic  formulas 
used  to  produce  the  new  animal  dnig, 
including  the  names  of  the  catalyst  used, 
how  it  is  removed,  and  how  the  new  ani¬ 
mal  drug  is  extracted  and  purified. 

(5)  Manufacturing  methods,  facilities . 
and  controls.  A  full  description  of  the 
methods  used  in.  and  the  facilities  and 
controls  used  for,  the  manufacture,  proc¬ 
essing,  and  packing  of  the  new  animal 
drug.  This  description  should  include  full 
information  with  respect  to  any  new 
animal  drug  in  sufiBclent  detail  to  permit 
evaluation  of  the  adequacy  of  the  de¬ 
scribed  methods  of  manufacture,  proc¬ 
essing.  and  packing,  and  the  described 
facilities  and  controls  to  determine  and 
preserve  the  identity,  strength,  quality, 
and  purity  of  the  new  animal  drug,  and 
the  following: 


(i)  If  the  applicant  does  not  himself 
perform  all  the  manufacturing,  proc¬ 
essing,  packaging,  labeling,  and  control 
operations  for  any  new  animal  drug,  he 
shall:  Identify  each  person  who  will  per¬ 
form  any  part  of  such  operations  and 
designate  the  part;  and  provide  a  signed 
statement  from  each  such  person  fully 
describing,  directly  or  by  reference,  the 
methods,  facilities,  and  controls  he  will 
use  in  his  part  of  the  operation.  The 
statement  shall  include  a  commitment 
that  no  changes  will  be  made  without 
prior  approval  by  the  Food  and  Drug 
Administration,  unless  permitted  under 
§  514.8. 

(ii)  A  description  of  the  qualifications, 
including  educational  background  and 
experience,  of  the  technical  and  profes¬ 
sional  personnel  who  are  responsible  for 
assiuing  that  the  new  animal  drug  has 
the  identity,  strength,  quality,  and  purity 
It  purports  or  Is  represented  to  possess, 
and  a  statement  of  their  responsibilities. 

(ill)  A  description  of  the  physical  fa¬ 
cilities  Including  building  and  equip¬ 
ment  used  in  manufacturing,  processing, 
packaging,  labeling,  storage,  and  control 
operations. 

(iv)  The  methods  used  in  the  syn- 
thesTs.  extraction,  isolation,  or  purifica¬ 
tion  of  any  new  animal  drug,  'l^en  the 
specifications  and  controls  applied  to 
such  new  animal  drugs  are  inadequate  In 
themselves  to  determine  its  identity, 
strength,  quality,  and  purity,  the  meth¬ 
ods  should  be  described  in  sufiSclent 
detail,  including  quantities  used,  times, 
temperature,  pH.  solvents,  etc.,  to  de¬ 
termine  these  characteristics.  Alterna¬ 
tive  methods  or  variations  in  methods 
within  reasonable  limits  that  do  not  af¬ 
fect  such  characteristics  of  the  new  ani¬ 
mal  drug  may  be  specified.  A  flow  sheet 
and  indicated  equations  should  be  sub¬ 
mitted  when  needed  to  explain  the  proc¬ 
ess. 

(V)  Precautions  to  insure  proper  iden¬ 
tity.  strength,  quality,  and  purity  of  the 
raw  materials,  whether  active  or  not. 
including: 

(a)  The  specifications  for  acceptance 
and  methods  of  testing  for  each  lot  of 
raw  material. 

(b)  A  statement  as  to  whether  or  not 
each  lot  of  raw  materials  is  given  a  serial 
number  to  identify  it.  and  the  use  made 
of  such  numbers  in  subsequent  plant  op¬ 
erations. 

(vl)  The  instructions  used  in  the  man¬ 
ufacturing,  processing,  packaging,  and 
labeling  of  each  dosage  form  of  the  new 
animal  drug,  including: 

(a)  The  method  of  preparation  of  the 
master  formula  records  and  individual 
batch  records  and  the  manner  in  which 
these  records  are  used. 

(b)  The  number  of  individuals  check¬ 
ing  weight  or  volume  of  each  individual 
ingredient  entering  into  each  batch  of 
the  new  animal  drug. 

(c)  A  statement  as  to  whether  or  not 
the  total  weight  or  volume  of  each  batch 
is  determined  at  any  stage  of  the  manu¬ 
facturing  process  subsequent  to  making 
up  a  batch  according  to  the  formula  card 
and,  if  so,  at  what  stage  and  by  whom  it 
is  done. 


(d)  The  precautions  used  in  checking  y 
the  actual  package  yield  produced  from 

a  batch  of  ^e  new  animal  drug  with  the 
theoretical  yield.  This  should  include  a 
description  of  the  accounting  for  such 
items  as  discards,  breakage,  etc.,  and  the 
criteria  used  in  accepting  or  rejecting 
batches  of  drugs  in  the  event  of  an  im- 
explained  discrepancy. 

(e)  The  precautions  used  to  assure  that 
each  lot  of  the  new  animal  drug  is  pack¬ 
aged  with  the  proper  label  and  labeling, 
including  provisions  for  labeling  storage 
and  inventory  control. 

(/)  Any  special  precautions  used  in  the 
operations. 

(vU)  The  analytical  controls  used  dur¬ 
ing  the  various  stages  of  the  manufactur¬ 
ing,  processing,  packaging,  and  labeling 
of  the  new  animal  drug,  including  a  de¬ 
tailed  description  of  the  collection  of 
samples  and  the  analytical  procedures 
to  which  they  are  subjected.  The  ana¬ 
lytical  procedures  should  be  capable  of 
determining  the  active  components 
within  a  reasonable  degree  ctf  accuracy 
and  of  assming  the  identity  of  such  com¬ 
ponents. 

(a)  A  description  of  practicable  meth¬ 
ods  of  analysis  of  adequate  sensitivity  to 
determine  the  amount  of  the  new  animal 
drug  in  its  final  dosage  form  including 
finished  feeds  and  in  drinking  water 
should  also  be  included.  Methods  should 
be  included  for  any  premix  or  other 
intermedia^  mix  for  such  drugs.  Where 
two  or  more  active  ingredients  are  in¬ 
cluded.  methods  should  be  quantitative 
and  specific  for  each  active  ingredient. 

(b)  If  the  article  is  one  that  is  repre¬ 
sented  to  be  sterile,  the  same  information 
with  regard  to  the  manufacturing,  proc¬ 
essing,  packaging,  and  the  collection  of 
samples  of  the  drug  should  be  given  for 
sterility  controls.  Include  the  standards 
used  for  acceptance  of  each  lot  of  the  fin¬ 
ished  drug. 

(viii)  An  explanation  of  the  exact 
significance  of  any  batch  control  num¬ 
bers  used  in  the  manufacturing,  process¬ 
ing,  packaging,  and  labeling  of  the  new 
animal  drug,  including  such  control 
numbers  that  may  appear  on  the  label 
of  the  finished  article.  State  whether 
these  nmnbers  enable  determination  of 
the  complete  manufacturing  history  of 
the  product.  Describe  any  methods  used 
to  permit  determination  of  the  distribu¬ 
tion  of  any  batch  if  its  recall  is  required. 

(ix)  Adequate  Information  with  respect 
to  the  characteristics  of  and  the  test 
methods  employed  for  the  container, 
closure,  or  other  component  parts  of  the 
drug  package^  to  assure  their  suitability 
for  the  intended  use. 

(x)  A  complete  description  of,  and  data 
derived  from,  stud*|  s  of  the  stability  of 
the  new  animal  drug,  including  informa¬ 
tion  showing  the  suitability  of  the  ana¬ 
lytical  methods  used.  Describe  any  addi¬ 
tional  stability  studies  underway  or 
planned.  Stability  data  should  be  sub¬ 
mitted  for  any  new  animal  drug,  for  the 
finished  dosage  form  of  the  new  animal 
drug  in  the  container  in  which  it  is  to 
be  marketed.  Including  any  proposed 
multiple-dose  container,  and,  if  it  is  to 
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be  put  into  solution  at  the  time  of  dis¬ 
pensing,  for  the  solution  prepared  as 
directed.  If  the  data  indicate  that  an 
expiration  date  is  needed  to  preserve  the 
identity,  strength,  quality,  and  purity  of 
the  new  animal  drug  unW  it  is  used,  the 
applicant  shall  propose  such  expiration 
date.  If  no  expiration  date  is  prcH^osed  the 
applicant  must  Justify  its  absence. 

(xi)  Additional  procedures  onployed 
which  are  designed  to  prevent  contam¬ 
ination  and  otherwise  assure  proper  con- 
tool  of  the  product.  An  application  may 
be  refused  unless  it  includes  adequate 
Information  showing  that  the  methods 
used  in,  and  the  facilities  and  controls 
used  for,  the  manufacturing,  processing, 
and  packaging  of  the  new  animal  drug 
are  adequate  to  preserve  its  identity, 
strength,  quality,  and  purity  in  conform¬ 
ity  with  good  manufacturing  practice 
and  identifies  each  establishment,  show¬ 
ing  the  location  of  the  plant  conducting 
these  operations. 

(6)  Samples.  Samples  of  the  new  ani¬ 
mal  drug  and  articles  used  as  components 
and  Information  concerning  them  may 
be  requested  by  the  Biu^au  of  Veterinary 
Medicine  as  follows; 

(i)  Each  sample  shall  cmisist  of  four 
identical,  separately  packaged  subdivi¬ 
sions,  each  containing  at  least  three  times 
the  amoimt  required  to  perform  the  lab¬ 
oratory  test  procedures  described  in  the 
application  to  determine  compliance  with 
its  control  specifications  for  identity  and 
assays.  Each  of  the  samples  submitted 
shall  be  appropriately  packaged  and 
labeled  to  preserve  its  characteristics,  to 
identify  the  material  and  the  quantity  in 
each  subdivision  of  the  sample,  and  to 
Identify  each  subdivision  with  the  name 
of  the  applicant  and  the  new  animal  drug 
application  to  which  it  relates.  Included 
are: 

(a)  A  sample  or  samples  of  any  refer¬ 
ence  standard  and  blank  used  in  the 
procedures  described  in  the  application 
for  assaying  each  new  animal  drug  and 
other  assayed  components  of  the  finished 
new  animal  drug. 

(b)  A  representative  sample  or  samples 
of  each  strength  of  the  finished  dosage 
form  proposed  in  the  application  and 
employed  in  the  cllnicid  investigations 
and  a  representative  sample  or  samples 
of  each  new  animal  drug  from  the 
batch  (es)  employed  in  the  production  of 
such  dosage  form. 

(c)  A  representative  sample  or  samples 
of  finished  market  packages  of  each 
stren^h  of  the  dosage  form  of  the  new 
animal  drug  prepared  for  initial  market¬ 
ing  and,  if  any  such  sample  is  not  from 
a  representative  commercial-scale  pro¬ 
duction  batch,  such  a  sample  from  a 
representative  commercial-scale  produc¬ 
tion  batch,  and  a  representative  sample 
or  samples  of  each  new  animal  drug  from 
the  batch  (es)  employed  in  the  production 
of  such  dosage  form,  provided  that  in 
the  case  of  new  animal  drugs  marketed  in 
large  packages  the  sample  should  con¬ 
tain  only  three  times  a  sufficient  quantity 
of  the  new  animal  drug  to  allow  for  per¬ 
forming  the  control  tests  for  drug  iden¬ 
tity  and  assays. 


(U)  The  following  inf ormation  shall  be 
included  for  the  samples  when  requested: 

(a)  For  each  sample  submitted,  full  in- 
fonnatl(m  regarding  its  identity  and  the 
origin  of  any  new  animal  drug  contained 
therein  (including  a  statement  whether 
it  was  produced  on  a  laboratory,  pilot- 
plant,  or  full-production  scale)  and 
detailed  results  of  all  laboratory  tests 
made  to  determine  the  identity,  strength, 
quality,  and  purity  of  the  bateh  repre¬ 
sented  by  the  sample,  including  assays. 

(b)  For  any  reference  standard  sub¬ 
mitted,  a  complete  description  of  its 
preparation  and  the  results  of  all  labora¬ 
tory  tests  on  it.  If  the  test  methods  used 
differed  from  those  described  in  the  ap¬ 
plication,  full  details  of  the  methods  em¬ 
ployed  in  obtaining  the  reporting  results. 

(7)  Analytical  methods  for  residues. 
Applications  for  new  animal  drugs  shall 
include  a  description  of  practicable 
methods  for  determining  the  quantity,  if 
any,  of  such  drug  in  or  on  food,  and 
any  substance  formed  in  or  on  food  be¬ 
cause  of  its  use,  and  the  proposed  toler¬ 
ance  or  withdrawal  peric^  or  other  use 
restrictions  for  such  drug  if  any  toler¬ 
ance  or  withdrawal  period  or  other  use 
restrictions  are  required  in  order  to  as¬ 
sure  that  the  proposed  use  of  such  drug 
will  be  safe.  When  data  or  other  adequate 
information  establish  that  it  is  not  rea¬ 
sonable  to  expect  the  new  animal  drug 
to  become  a  component  of  food,  assay 
methodology  is  not  required. 

(i)  The  kind  of  information  required 
by  this  subdivision  may  include;  Com¬ 
plete  experimental  protocols  for  deter¬ 
mining  drug  residue  levels  in  the  edible 
products,  and  the  length  of  time  required 
for  residues  to  be  eliminated  from  such 
products  following  the  drug’s  use;  residue 
studies  conducted  under  appropriate 
(consistent  with  the  proposed  usage) 
conditions  of  dosage,  time,  and  route  of 
administration  to  show  levels,  if  any,  of 
the  drug  and/or  its  metabolites  in  test 
animals  during  and  upon  cessation  of 
treatment  and  at  intervals  thereafter  in 
order  to  establish  a  disappearance  curve; 
if  the  drug  is  to  be  used  in  combination 
with  other  drugs,  possible  effects  of  in¬ 
teraction  demonstrated  by  the  appropri¬ 
ate  disappearance  curve  or  depletion 
patterns  after  drug  withdrawal  under 
appropriate  (consistent  with  the  pro¬ 
posed  usage)  cemditions  of  dosage,  time, 
and  route  of  administration;  if  the  drag 
is  given  in  the  feed  or  water,  appropriate 
consumption  records  of  the  medicated 
feed  or  water  and  appropriate  perform¬ 
ance  data  in  the  treated  animal;  if  the 
drug  is  to  be  used  in  more  than  one 
species,  drug  residue  studies  or  appropri¬ 
ate  metabolic  studies  conducted  for  each 
species  that  is  food-producing.  To  pro¬ 
vide  these  data,  a  sufficient  number  of 
birds  or  animals  should  be  used  at  each 
sample  interval.  Appropriate  use  of 
labeled  compounds  (e.g.  radioactive 
tracers),  may  be  utilized  to  establish 
metabolism  and  depletion  curves.  Drag 
residue  levels  ordinarily  should  be  deter¬ 
mined  in  muscle,  liver,  kidney,  and  fat 
and  where  applicable,  in  skin,  milk,  and 


eggs  (yolk  and  egg  white) .  As  a  part  of 
the  metabolic  studies,  levels  of  the  drag 
or  metabolite  should  be  determined  in 
blood  where  feasible.  Samples  may  be 
combined  where  necessary.  Where  resi¬ 
dues  are  sust>ected  or  known  to  be  pres¬ 
ent  in  litter  from  treated  animals,  it  may 
be  necessary  to  include  data  with  respect 
to  such  residues  becoming  components 
of  other  agricultural  commodities  be¬ 
cause  of  use  of  litter  from,  treated 
animals. 

(11)  If  such  new  animal  drug  is  one 
which  has  been  shown  to  induce  cancer 
when  ingested  by  man  or  animal  or  after 
other  tests  which  are  appropriate  for  the 
evaluation  of  the  safety  of  such  drug  and 
the  Secretary  is  requested  to  find  that, 
imder  the  conditions  of  use  specified  in 
the  proposed  labeling  and  reasonably 
certain  to  be  followed  in  practice,  such 
drug  will  not  adversely  affect  the  animals 
for  which  it  is  intended  and  that  no 
residue  of  such  drag  will  be  foimd  in 
any  edible  portion  of  such  animals  after 
slaughter  or  in  any  food  yielded  by  or 
derived  from  the  animal,  methods  of 
analysis  shall  be  submitted  in  such  form 
as  to  be  suitable  for  publication  in  the 
Federal  Register. 

(8)  Evidence  to  establish  safety  and 
effectiveness.  (i>  An  applicatlor  may  be 
refused  unless  it  contains  full  reports  of 
adequate  tests  by  all  methods  reasonably 
applicable  to  show  whether  or  not  the 
new  miimal  drug  is  safe  and  effective  for 
use  as  suggested  in  the  proposed  labeling. 

(ii)  An  application  may  be  refused 
imless  it  includes  substantial  evidence, 
consisting  of  adequate  and  well- 
controlled  investigations,  xincluding  field 
investigation,  by  exper+s  qualified  by 
scientific  training  and  experience  to 
evaluate  the  effectiveness  of  the  new  ani¬ 
mal  drug  involved,  on  the  basis  of  which 
it  could  fairly  and  reasonably  be  con¬ 
cluded  by  such  experts  that  the  new 
animal  drug  will  have  the  effect  it  pur¬ 
ports  or  is  represented  to  have  under  the 
conditions  of  use  prescribed,  recom¬ 
mended,  or  suggested  in  the  proposed 
labeling. 

(iii)  An  application  may  be  refused 
unless  it  contains  detailed  reports  of  the 
investigations.  Including  studies  made  on 
laboratory  animals,  in  which  the  purpose, 
methods,  and  results  obtained  are  clearly 
set  forth  of  acute,  subacute,  and  chronic 
toxicity,  and  unless  it  contains  appro¬ 
priate  clinical  laboratory  results  related 
to  safety  and  efficacy.  Such  information 
should  Include  identification  of  the  per¬ 
son  who  conducted  each  investigation,  a 
statement  of  where  the  investigations 
were  conducted,  and  where  the  raw  data 
are  available  in  the  application. 

(iv)  All  information  pertinent  to  an 
evaluation  of  the  safety  and  effectiveness 
of  the  new  animal  drug  received  or  other¬ 
wise  obtained  by  the  applicant  from  any 
source,  including  information  derived 
from  other  investigations  or  commercial 
marketing  (for  example,  outside  the 
United  States),  or  reports  in  the  scien¬ 
tific  literature,  both  favorable  and  xm- 
favorable.  Involving  the  new  animal  drug 
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that  is  the  subject  of  the  application  and 
related  new  animal  drugs  shall  be  sub¬ 
mitted.  An  adequate  summary  may  be  ac¬ 
ceptable  in  lieu  of  a  reprint  of  a  pub¬ 
lished  report  that  only  supports  other 
data  submitted.  Include  any  evaluation 
of  the  safety  or  effectiveness  of  the  new 
anima.!  drug  that  has  been  made  by  the 
applicant’s  veterinary  or  medical  d^art- 
ment,  expert  committee,  or  consultants. 

(V)  If  the  new  animal  drug  is  a  com¬ 
bination  of  previously  Investigated  or 
marketed  new  animal  drugs,  an  adequate 
siunmary  of  preexisting  information 
from  preclinical  and  clinical  investiga¬ 
tion  and  experience  with  its  components, 
including  all  reports  received  or  other¬ 
wise  obtained  by  the  applicant  suggest¬ 
ing  side  effects,  contraindications,  and 
ineffectiveness  in  use  of  such  ccmipo- 
nents,  shall  be  submitted.  Such  siun- 
mary  should  include  an  adequate  bib¬ 
liography  of  publications  about  the 
components  and  may  incorporate  by 
reference  information  concerning  such 
compcments  previotisly  submitted  to  the 
Food  and  Drug  Administration  by  the 
applicant;  with  written  authorization, 
information  may  also  be  incorporated 
from  the  material  that  another  appli¬ 
cant  has  on  -file  with  the  Food  and 
Drug  Administration.  Each  ingredient 
designated  as  active  in  any  new  animal 
drug  combination  must  make  a  contribu¬ 
tion  to  the  effect  in  the  manner  claimed 
or  suggested  in  the  labeling,  and,  if  in 
the  absence  of  express  labeling  claims  of 
advantages  for  the  combination  such  a 
product  purports  to  be  better  than 
either  component  alone,  it  must  be  es¬ 
tablished  that  the  new  animal  drug  has 
that  purported  effectiveness. 

(vi)  An  application  shall  include  a 
ccHnplete  list  of  the  names  and  post  of¬ 
fice  addresses  of  all  investigators  who 
received  the  new  animal  drug.  This  may 
be  incorporated  in  whole  or  in  part  by 
reference  to  information  submitted  un¬ 
der  the  provisions  of  §  511.1  of  this 
chapter. 

(idi)  Explain  any  omission  of  reports 
from  any  investigator  to  whom  the  in¬ 
vestigational  new  animal  drug  has  been 
made  available.  The  imexplained  omis¬ 
sion  of  any  r^orts  of  investigations 
made  with  the  new  animal  drug  by  the 
applicant  or  submitted  to  him  by  an  in¬ 
vestigator  or  the  unexplained  omission 
of  any  pertinent  reports  of  investiga¬ 
tions  or  clinical  experience  received  or 
otherwise  obtained  by  the  applicant 
from  published  literature  or  other 
sources  that  would  bias  an  evaluation  of 
the  safety  of  the  new  animal  drug  or  its 
effectiveness  in  use,  constitutes  grounds 
for  the  refusal  or  withdrawal  of  the  ap¬ 
proval  of  an  application. 

(9)  Neu)  animal  drugs  subject  to  sec¬ 
tion  512(n)  of  the  act.  If  the  application 
is  for  a  new  animal  drug  subject  to  the 
certification  provisions  of  section  512  (n) 
of  the  act  and  the  drug  is  included 
in  regulations  promulgated  imder  sec¬ 
tion  507  of  the  act,  the  applicant  may  be 
exempted  from  the  submission  of  some 
of  the  information  required  by  para¬ 
graph  (b)  (8)  of  this  section  if  the  appli¬ 
cation  includes  data  adequate  to  prove 


that  the  new  animal  drug  is  cmnparable 
to  the  new  animal  drug  for  which  certi¬ 
fication  has  been  previously  provided. 

(10)  Supplemental  applications.  If  it 
Is  a  supplemental  application,  full  in¬ 
formation  shall  be  submitted  on  each 
proposed  change  concerning  any  state¬ 
ment  made  in  the  approved  application. 

(11)  Applicant’s  commitment.  It  is  un¬ 
derstood  that  the  labeling  and  advertis¬ 
ing  for  the  new  animal  drug  will  pre¬ 
scribe.  recommend,  or  suggest  Its  use 
only  under  the  conditions  stated  in  the 
labeling  which  is  part  of  this  applica¬ 
tion  and  if  the  article  is  a  prescription 
new  animal  drug,  it  is  understood  ^at 
any  labeling  which  furnishes  or  purports 
to  furnish  information  for  use  or  which 
prescribes,  recommends,  or  suggests  a 
dosage  for  use  of  the  new  animal  drug 
will  also  contain,  in  the  same  language 
and  emphasis,  information  for  its  use 
including  indications,  effects,  dosages, 
routes,  methods,  and  frequency  and 
duration  of  administration,  any  relevant 
hazards,  contraindications,  side  effects 
and  precautions  contained  in  the  label¬ 
ing  which  is  part  of  this  application.  It 
is  understood  that  all  representations  in 
this  application  apply  to  the  drug  pro¬ 
duced  until  changes  are  made  in  con¬ 
formity  with  §  514.8. 

(12)  Additional  commitments,  (i)  New 
animal  drugs  as  defined  in  S  510.3  of  this 
chapter,  intended  for  use  in  the  manu¬ 
facture  of  animal  feeds  in  any  State  will 
be  shipped  only  to  persons  who  may  re¬ 
ceive  such  drugs  in  accordance  with 
S  510.7  of  this  chapter. 

(li)  The  methods,  facilities,  and  con¬ 
trols  described  under  item  5  of  this  ap¬ 
plication  conform  to  the  current  good 
manufacturing  practice  regulations  in 
Subcha(>ter  C  of  this  chapter. 

(13>  fReservedl 

(14)  Environmental  impact  analysis 
report.  TTie  applicant  is  required  to  sub¬ 
mit  an  environmental  impact  analysis 
report  anals^ng  the  environmental  im¬ 
pact  of  the  manufactiuring  process  and 
the  utlimate  use  or  consumption  of  the 
new  animal  drug  pursuant  to  §  6.1  of 
this  chapter. 

(15)  Assembling  and  binding  the  ap¬ 
plication.  Assemble  and  bind  three  copies 
of  the  original  application  as  follows: 

(i)  Obtain  folders  from  the  Food  and 
Drug  Administration.  Bureau  of  Veteri¬ 
nary  Medicine.  5600  Fishers  Lane.  Rock¬ 
ville,  MD  20852.  for  binding  triplicate 
copies  of  the  new  animal  drug  applica¬ 
tion.  Approximately  2  inches  of  material 
may  be  ^und  in  each  folder. 

cil)  Bind  the  original  or  ribbon  copy 
of  the  application  in  a  blue  folder.  This 
will  be  copy  No.  1  and  should  be  a  com¬ 
plete  copy. 

(ill)  Bind  an  identical  copy  in  a  red 
folder,  copy  No.  2.  and  an  identical  copy 
in  a  yellow  folder,  copy  No.  3. 

(iv)  Identify  each  front  cover  with  the 
name  of  the  applicant  and  th#  name  of 
the  new  animal  drug. 

(v)  Use  separate  pages  or  sets  of  pages 
for  each  numbered  heading  consistent 
with  paragraph  (b)  (1)  through  (12)  of 
this  section.  Number  the  pages  of  the 
new  animal  drug  application.  Each  copy 


should  bear  the  same  page  numbering. 

(Vi)  The  labeling  should  be  distribute 
in  the  three  copies  of  the  application  as 
follows:  One  set  of  labeling  in  copy  No. 
1,  one  set  in  copy  No.  2,  and  one  set  in 
copy  No.  3. 

(vil)  Submit  separate  applications  for 
each  different  dosage  form  of  the  drug 
proposed.  Repeating  in  each  application 
basic  information  pertinent  to  all  dosage 
forms  is  unnecessary  if  reference  is  made 
to  the  application  containing  such  infor¬ 
mation.  Include  in  each  application  in¬ 
formation  applicable  to  the  spedflc 
dosage  form,  such  as  labeling,  composi¬ 
tion,  stability  data,  and  method  of 
manufacture. 

(viii)  Forward  amendments,  supple¬ 
ments.  reports,  and  other  corresponclence 
submitted  after  the  original  application 
in  these  folders  and  this  format  if  they 
contain  sufBcient  material.  The  front 
cover  of  these  submissions  should  be 
identified  with  the  name  of  the  appli¬ 
cant.  the  name  of  the  new  animal  drug, 
and  the  new  animal  drug  application 
number,  if  known. 

(c)  When  a  new  animal  drug  appli¬ 
cation  is  submitted  for  a  new  animal  drug 
which  has  a  stimulant,  depressant,  or 
hallucinogenic  effect  on  the  central  nerv¬ 
ous  system,  if  it  appears  that  the  drug 
has  a  potential  for  abuse,  the  Commis¬ 
sioner  shall  forward  that  Information  to 
the  Attorney  General  of  the  United 
States. 

§  514.2  Applications  for  animal  feeds 
bearing  or  containing  new  animal 
drugs. 

Applications  for  animal  feeds  bearing 
or  containing  new  animal  drugs  shall  be 
submitted  in  triplicate  on  the  Form  FD- 
1800  6-68.  Applications  will  be  completed 
following  the  instructions  printed  on  this 
form  and  will  contain: 

(a)  A  full  statement  of  the  composi¬ 
tion  of  the  animal  feed.  This  requirement 
may  be  fulfilled  by  the  declaration  of 
the  composition  on  the  labeling  submitted 
with  the  application.  . 

(b)  A  statement  that  the  proposed  use 
of  the  animal  feed  described  conforms 
to  the  applicable  regulation  published  in 
accordance  with  section  512(1)  of  the  act. 

(c)  A  fully  completed  application 
Form  FD-1800  signed  by  an  authorized 
representative  of  the  firm. 

(d)  One  copy  of  the  final  printed 
labeling  attached  to  each  copy  of  the 
FD-1800. 

§  514.6  Amended  applications. 

The  applicant  may  submit  an  amend¬ 
ment  to  an  application  that  is  pending, 
including  changes  that  may  alter  the 
conditions  of  use.  ttie  labeling,  safety,  ef¬ 
fectiveness,  identity,  strength,  quality,  or 
purity  of  the  drug  or  the  adequacy  of  the 
manufacturing  methods,  facilities,  and 
controls  to  preserve  them,  in  which  case 
the  unamended  application  may  be  con¬ 
sidered  as  withdrawn  and  the  amended 
application  may  be  considered  resub¬ 
mitted  on  the  date  on  which  the  amend¬ 
ment  is  received  by  the  Food  and  Drug 
Administration.  The  applicant  will  be 
notified  of  such  date. 
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§  514.7  Withdrawal  of  applicationa  with¬ 
out  prejudice. 

The  sponsor  may  withdraw  his  pend¬ 
ing  application  from  consideration  as  a 
new  animal  drug  application  up<m  writ¬ 
ten  notification  to  the  Food  and  Drug 
Administration.  Such  withdrawal  may 
be  made  without  prejudice  to  a  future 
filing.  Upon  resubmlssion,  the  time  limi¬ 
tation  will  begin  to  run  from  the  date 
the  resubmission  is  received  by  the  Food 
and  Drug  Administration.  The  original 
application  will  be  retained  by  the  Food 
and  Drug  Administration  although  it  is 
considered  withdrawn.  The  applicant 
shall  be  furnished  a  copy  at  cost  on 
request. 

§  514.8  Supplemental  new  animal  drug 
applications. 

(a)(1)  After  a  new  animal  drug  appli¬ 
cation  is  approved,  a  supplemental  new 
animal  drug  application  may  propose 
changes.  A  supplemental  application  may 
omit  statements  made  in  the  approved 
application  concerning  which  no  change 
is  proposed.  Each  supplemental  applica¬ 
tion  shall  include  up-to-date  reports  of 
any  of  the  kinds  of  information  required 
by  §  510.300(a)  of  this  chapter  that  has 
not  previously  been  submitted.  A  supple¬ 
mental  application  proposiiig  substan¬ 
tial  changes  which  may  affect  the  quality 
of  the  human  environment  shall  be  ac¬ 
companied  by  an  environmental  impact 
analysis  report  pursuant  to  §  6.1  of  this 
chapter. 

(2)  A  supplemental  new  animal  drug 
application  shall  be  submitted  for  any 
change  beyond  the  variations  provided 
for  in  the  application,  including  changes 
in  the  scale  of  production  such  as  from 
pilot-plant  to  production  batch,  that 
may  alter  the  conditions  of  use.  the 
labeling,  safety,  effectiveness,  identity, 
strength,  quality,  or  purity  of  the  new 
animal  drug,  or  the  adequacy  of  the 
manufacturing  methods,  facilities,  or 
controls  to  preserve  them. 

(3)  If  it  is  a  prescription  drug,  any 
mailing  or  promotional  piece  used  after 
the  drug  is  placed  on  the  market  is  label¬ 
ing  requiring  a  supplemental  application, 
unless: 

(i)  The  parts  of  the  labeling  furnish¬ 
ing  directions,  warnings,  and  information 
for  use  of  the  drug  are  the  same  in  lan¬ 
guage  and  emphasis  as  labeling  approved 
or  permitted;  and 

(ii)  Any  other  parts  of  the  labeling 
are  consistent  with  and  not  contrary  to 
such  approved  or  permitted  labeling. 

(4)  The  supplemental  application 
shall  be  submitted  as  follows — A  com¬ 
munication  proposing  a  change  in  a  new 
animal  drug  application  should  provide 
for  any  one  of  the  following  kinds  of 
changes: 

(i)  Revision  in  labeling,  such  as  up¬ 
dating  information  pertaining  to  effects, 
dosages,  and  side  effects  and  contraindi¬ 
cations,  which  includes  information 
headed  "side  effects,”  "warnings,”  pre¬ 
cautions,”  and  "contraindications.” 

(ii)  Addition  of  claim. 

(iii)  Revision  in  manufacturing  or 
control  procedures;  for  example,  changes 
in  components,  composition,  method  of 


manufacture,  analytical  control  pro¬ 
cedures.  pocl^e  or  tablet  size,  etc. 

(iv)  Change  in  manufacturing  facili¬ 
ties. 

(v)  Provision  for  outside  firm  to  par¬ 
ticipate  in  the  preparation,  distribution, 
or  packaging  of  a  new  animal  drug  (new 
distributor,  packer,  supplier,  manufac¬ 
turer,  etc.) ;  one  firm  per  submission. 
Any  number  of  changes  may  be  sub¬ 
mitted  at  any  one  time;  but  if  they  fall 
into  different  categories  as  listed  in 
paragraph  (a)  (4)  (i)  through  (v)  of  this 
section,  the  proposed  changes  should 
be  covered  by  separate  communications. 
Where,  however,  a  change  necessitates 
an  overlap  in  categories,  it  should  be 
submitted  in  a  single  communication. 
For  example,  a  change  in  tablet  potency 
would  require  other  chtmges  such  as  in 
components,  composition,  and  labeling 
and  should  be  submitted  in  a  single 
communication. 

(5)  The  following  kinds  of  changes 
may  be  placed  into  effect  without  the 
approval  of  a  supplemental  application, 
if  such  change  is  fully  described  in  the 
next  periodic  report  required  under 
§  510.300(b)  (4)  of  this  chapter  or,  when 
such  a  report  is  not  required,  in  a  written 
communication  to  the  Food  and  Drug 
Administration  within  60  days  of  the 
effective  date  of  the  change  (this  does 
not  apply  to  a  change  proposed  because 
of  any  mixup  or  any  bacteriological  or 
significant  chemical,  physical,  or  other 
change  or  deterioration  in  the  drug  or 
any  failure  of  one  or  more  distributed 
batches  of  the  drug  to  meet  its  specifi¬ 
cations)  : 

(i)  A  different  container  size  for  solid 
oral  dosage  forms  where  container  and 
closure  are  of  the  same  materials  as  those 
provided  for  in  the  approved  application. 

(ii)  Change  in  personnel  not  involving 
new  facilities. 

(iii)  Change  in  equipment  that  does 
not  alter  the  method  of  manufacture  of 
a  new  animal  drug. 

(iv)  Change  from  one  commercial 
batch  size  to  another  without  any  change 
in  manufacturing  procedure. 

(v)  Change  to  more  stringent  specifi¬ 
cation  without  altering  the  method  de¬ 
scribed  in  the  approved  application. 

(vi)  Inclusion  of  additional  specifica¬ 
tions  and  methods  without  deletion  of 
those  described  in  the  approved  applica¬ 
tion. 

(vli)  Alteration  of  specifications  or 
methods  for  inactive  ingredients  to  bring 
them  into  compliance  with  new  or  re¬ 
vised  specifications  or  methods  in  an  of¬ 
ficial  compendium. 

(viil)  Initiation  of  a  product  identifi¬ 
cation  coding  system. 

(ix)  Addition  to  labeling  of  a  reascm- 
able  expiration  date  where  none  was  pre¬ 
viously  used,  with  related  conditions  of 
drug  storage  when  appropriate,  except 
when  evidence  shows  that  a  sdgnlflcant 
deterioration  of  the  drug  under  market¬ 
ing  conditions  has  occurred  which  neces¬ 
sitates  the  immediate  submission  of  a 
report  under  §  510.300(b)  (1)  of  this 
chapter.  The  report  or  written  commu¬ 
nication  describing  such  change  in 


labeling  should  include  stability  data 
Justifying  the  expiration  date  and  rec¬ 
ommended  conditions  of  storage. 

(x)  CJhange  from  paper  labels  to  direct 
printing  on  glass  or  other  kinds  of  im¬ 
mediate  containers  without  a  change  in 
text. 

(6)  Approval  of  a  su]K>lemental  new 
animal  drug  application,  will  not  be  re¬ 
quired  to  provide  for  an  additional  dis¬ 
tributor  to  distribute  a  drug  which  is  the 
subject  of  an  approved  new  animal  drug 
application  if  the  conditions  described 
below  are  met  prior  to  putting  such  a 
change  into  effect.  An  order  may  issue 
refusing  ai^roval  if  any  condition  is  not 
met  or  if  any  of  the  reasons  for  refusing 
or  withdrawing  approval,  as  stated  in 
secticm  512  (d)  and  (e)  of  the  act  or 
S  514.110  applies.  For  the  purposes  of 
maintaining  records  and  making  reports 
under  the  requirements  of  9  510.300  of 
this  chapter,  a  distributor  provided  for 
under  this  section  shall  be  considered 
an  “applicant”  within  the  meaning  of 
9  510.300(b)  of  this  chapter.  Said  con¬ 
ditions  are: 

(i)  A  supplemental  api^cation  Is  fur¬ 

nished  to  the  Food  and  Drug  Administra¬ 
tion  to  provide  for  a  designated  distribu¬ 
tor.  _ 

(ii)  There  are  no  changes  from  the 
concUtions  of  the  approved  applicatlcm 
except  for  a  different  and  suitable  pro¬ 
prietary  name  of  the  new  animal  drug 
(if  one  is  used)  and  the  name  and  ad¬ 
dress  of  the  distributor  as  used  on  the 
label  and  labeling.  The  name  of  the  dis¬ 
tributor  shall  be  accompanied  by  an  ap¬ 
propriate  qualifying  phrase  such  as 
"manufactured  for”  or  "distributed  by.” 

(ill)  A  distributor’s  statement  is  fur¬ 
nished  to  the  Food  and  Drug  Administra¬ 
tion  identifying  the  category  of  his  opera¬ 
tions  (for  example,  wholesaler,  retailer) 
and  stating:  That  he  will  distribute  the 
new  animal  drug  only  under  the  label¬ 
ing  provided  for  in  the  new  animal  drug 
application;  that  any  other  labeling  or 
advertising  for  the  drug  will  prescribe, 
recommend,  or  suggest  its  use  only  under 
the  conditions  stated  in  the  labeling  pro¬ 
vided  for  in  the  application;  and,  if  the 
drug  is  a  prescription  article,  that  he  is 
regularly  and  lawfully  engaged  in  the  dis¬ 
tribution  or  dispensing  of  presclpUon 
drugs. 

(iv)  Nine  copies  of  the  printed  labels 
and  other  labeling  to  be  used  by  the  dlsr 
tributor  are  submitted,  identified  with 
the  new  animal  drug  application  niunber. 

(b)  When  necessary  for  the  safety  or 
effectiveness  of  the  drug,  a  supplemental 
new  animal  drug  application'  shall  spec¬ 
ify  a  period  of  time  within  which  the 
proposed  change  will  be  made. 

(c)  If  a  material  change  is  made  in 
the  components’  composition,  manufac¬ 
turing  methods,  facillites,  or  controls,  or 
in  the  labeling  or  advertising,  from  the 
representations  in  an  approved  applica¬ 
tion  for  a  new  animal  drug  (except 
changes  conforming  to  the  conditions  set 
forth  in  paragraph  (a)  (5)  and  (6) 
and/or  paragraphs  (d),  (e).  (f),  and  (g) 
of  this  section),  and  the  drug  is  mar¬ 
keted  before  a  supplement  is  approved 
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for  such  change,  approval  of  the  applica¬ 
tion  may  be  suspended  or  withdrawn  as 
provided  in  section  512(e)  of  the  act. 

(d)  Changes  of  the  following  kinds 
proposed  in  supplemental  new  animal 
drug  ai^lications  should  be  placed  into 
effect  at  the  earliest  possible  time: 

(1)  The  addition  to  package  labeling, 
promotional  labeling,  and  prescription 
drug  advertising  of  sidditional  warning, 
conhi'aindication,  side  effect,  and  precau¬ 
tion  information. 

(2)  The  deletion  from  package  label¬ 
ing.  promoti(mal  labeling,  and  drug  ad¬ 
vertising  of  false,  misleading,  or  unsup¬ 
ported  indications  for  use  or  claims  for 
effectiveness. 

(3)  (Changes  in  the  methods,  facilities, 
or  controls  used  for  the  manufacture, 
processing,  packing,  or  holding  of  the 
new  animal  drug  (other  than  utilizatiem 
of  establishments  not  covered  by  the  ap¬ 
proval  that  is  in  effect)  that  give  in¬ 
creased  assurance  that  the  drug  will  have 
the  characteristics  of  identity,  strength, 
quality,  and  purity  which  it  pmports  or 
is  represented  to  possess. 

(e)  The  Food  and  Drug  Administra¬ 
tion  will  take  no  action  against  a  new 
antpiai  drug  or  applicant  solely  because 
changes  of  the  kinds  described  in  para¬ 
graph  (d)  of  this  section  are  placed  into 
effect  by  the  applicant  prior  to  his  re¬ 
ceipt  qf  a  written  notice  of  approval  of 
the  supplemoital  new  animal  dnig  appli¬ 
cation  if  all  the  fcdlowing  conditions  are 
met: 

(1)  The  supplemental  new  animal 
drug  application  providing  a  full  expla¬ 
nation  of  the  basis  for  the  changes  has 
been  submitted,  plainly  marked  on  the 
mailing  cover  and  on  the  supplement, 
“Special  new  animal  drug  application 
sul}plement— changes  being  effected.’* 

(2)  The  applicant  specifically  Informs 
the  Food  and  Drug  Administration  of 
the  date  on  which  such  changes  are  being 
effected  and  submits  to  the  Administra¬ 
tion  nine  printed  copies  of  any  revised 
labeling  to  be  placed  in  use,  identified 
with  the  new  animal  drug  application 
number. 

(3)  All  promotional  labeling  and  all 
dnig  advertising  are  promptly  revised 
consistent  with  the  chs^es  made  in  the 
labeling  on  or  within  the  new  animal 
drug  package. 

(f)  When  a  supplemental  new  animal 
drug  iq?pllcation  proposes  changes  only 
of  the  kinds  described  in  paragriqjh  (d) 
of  this  section,  and  the  applicant  informs 
the  Food  and  Drug  Administration  that 
the  changes  are  being  put  into  effect, 
such  notification  will  be  regarded  as  an 
agreement  by  the  applicant  to  an  exten¬ 
sion  of  the  time  for  formal  action  on  the 
application. 

(g)  In  addition  to  changes  as  per¬ 
mitted  by  paragraphs  (d)  and  (e)  of  this 
section,  an  applicant  may  place  into 
effect  changes  proposed  in  a  supplement 
to  a  new  animal  drug  application  that 
became  effective  prior  to  October  10, 
1962,  upon  written  ratification  from  the 
Food  and  Drug  Administration  that  such 
action  is  permitted,  without  approval  of 


the  supplemental  application,  pending 
the  completion  of  the  review  of  the  effec¬ 
tiveness  of  such  drug  by  the  National 
Academy  of  Sciences-National  Research 
Council  and  a  determination  as  to 
whether  there  are  grounds  for  refusing 
approval  under  section  512(d)  of  the  act 
or  for  invoking  section  512(e)  of  the 
act.  The  Food  and  Drug  Administration 
will  take  no  action  against  a  new  animal 
drug  or  an  applicant  solely  because 
changes  that  have  been  permitted  in  a 
written  communication  are  placed  into 
effect  by  the  applicant  prior  to  his  re¬ 
ceipt  of  a  written  notice  of  approval  of 
the  supplemental  new  animal  drug 
application. 

(h)  Except  as  provided  in  paragraphs 
(e)  and  (g)  of  this  section,  no  provision 
of  this  section  shall  limit  the  authority 
of  the  Secretary  or  of  the  Commissioner 
to  suspend  or  withdraw  approval  of  a 
new  animal  drug  ai^lication  in  accord 
with  the  provisions  of  sectioh  512(e)  of 
the  act  or  to  initiate  any  other  regula¬ 
tory  proceedings  with  respect  to  a  drug 
or  applicant  under  provisions  of  the  act. 

(i)  Changes  from  the  conditions  of  an 
approved  new  animal  drug  application  in 
accord  with  the  provisions  of  paragraphs 
(d) .  (e) .  and  (g)  of  this  section  are  per¬ 
mitted  on  the  basis  of  a  temporary  de¬ 
ferral  of  final  action  on  the  supplemental 
application  under  the  provisions  of  sec¬ 
tion  512  (c) .  (d) ,  or  (e)  of  the  act. 

(J)  When  an  applicant  receives  writ¬ 
ten  notification  from  the  Food  and  Drug 
Administration,  under  the  provisions  of 
paragraph  (g)  of  this  section,  that  he 
may  place  into  effect  changes  proposed 
in  a  supplemental  application  without 
approval  of  the  supplemental  applica¬ 
tion.  he  may  within  30  days  submit  a 
written  request  that  the  Food  and  Drug 
Administration  process  the  supplemen¬ 
tal  application.  In  such  case,  the  change 
shall  not  be  put  into  effect  imtll  ap¬ 
proved.  Within  180  days  of  the  receipt 
of  such  written  request,  the  Food  and 
Dnig  Administration  will  approve  the 
supplemental  application  or  furnish  no¬ 
tice  of  an  opportunity  for  a  hearing 
under  the  provisions  of  section  512(d) 
or  (e) .  or  both,  of  the  act  on  a  proposal 
to  refuse  approval  of  the  supplemental 
application  or  to  withdraw  approval  of 
the  application  and  supplements  thereto. 

(k)  A  supplement  to  an  application 
that  became  effective  prior  to  October  10. 
1962,  may  include  a  written  statement  to 
the  effect  that  a  temporary  deferral  of 
final  action  under  the  provisions  of  para¬ 
graph  (d).  (e).  or  (g)  of  this  section  is 
unacceptable  to  the  applicant  and  that 
the  applicant  requests  action  as  provided 
in  section  512(c)  of  the  act.  Final  action 
on  such  supplemental  applications  will 
be  expedited  in  accord  with  applicable 
provisions  of  section  512  of  the  act  and 
regulations  in  this  Subchapter  E.  In  such 
cases,  if  the  applicant  places  into  effect 
any  of  the  proposed  changes  prior  to  his 
receipt  of  a  written  notice  of  approval  of 
the  supplemental  new  animal  drug  ap¬ 
plication,  such  action  may  be  regarded  by 
the  Food  and  Drug  Administration  as  a 


basis  for  invoking  the  provisions  of  sec¬ 
tion  512(e)(1)(D)  of  the  act:  that  is, 
the  applicant  may  be  furnished  notice  of 
an  opportunity  for  a  hearing  on  a  pro¬ 
posal  to  withdraw  approval  of  the  appli¬ 
cation  on  the  ground  that  the  applica¬ 
tion  contains  an  untrue  statement  of  a 
material  fact  related  to  the  changes 
from  the  conditions  approved  in  the 
application. 

§  514.9  Supplemental  applications  for 
animal  feeds  bearing  or  containing 
new  animal  drugs. 

(a)  After  an  application  for  an  animal 
feed  bearing  or  containing  a  new  animal 
(hug  has  been  approved,  a  supplemental 
application  may  propose  changes. 

(b)  A  supplemental  iq)plication  shall 
be  submitted  for  any  change  which  devi¬ 
ates  from  the  conditions  under  which 
the  application  was  originally  approved. 

(c)  Each  supplemental  application 
shall  be  accompanied  by  a  fully  com¬ 
pleted  Form  PD-1800  in  triplicate  in¬ 
cluding  an  explanation  of  the  changes 
proposed. 

(d)  A  supplemental  application  pro¬ 
posing  substantial  changes  which  may 
affect  the  quality  of  the  human  envi¬ 
ronment  shieJl  be  accompanied  by  an 
environmental  impact  analysis  report 
pursuant  to  8  6.1  of  this  chapter. 

§  514.10  Confidentiality  of  data  and  in¬ 
formation  in  an  investigational  new 
animal  drug  notice  and  a  new  animal 
drug  application  file  for  an  antibiotic 
drug. 

(a)  The  rules  established  in  §S  514.12 
and  514.11  of  this  chapter  with  regard 
to  the  confidentiality  of  an  investigation¬ 
al  new  animal  drug  notice  and  a  new 
animal  drug  application  file  shall  apply 
to  such  notices  and  files  for  antibiotic 
drugs  for  new  animal  drug  use. 

(b)  All  records  showing  the  Food  and 
Drug  Administration’s  testing  of  and  ac¬ 
tion  on  a  particular  lot  of  a  certifiable 
antibiotic  drug  for  veterinary  use  are  im¬ 
mediately  available  for  public  disclosure. 

§  514.11  Confidentiality  of  data  and  in¬ 
formation  in  a  new  aninuil  drug  ap¬ 
plication  file. 

(a)  For  purposes  of  this  section  the 
“NADA  file”  includes  all  data  and  infor¬ 
mation  submitted  with  or  incorporated 
by  reference  in  the  NADA,  INAD’s  incor¬ 
porated  into  the  NADA,  supplemental 
NADA’s,  reports  under  §8  510.300  and 
510.301  of  this  chapter,  master  files,  and 
other  related  submissions.  The  availa¬ 
bility  for  public  disclosure  of  any  record 
in  the  NADA  file  shall  be  handled  in  ac¬ 
cordance  with  the  provisions  of  this  sec¬ 
tion. 

(b)  The  existence  of  an  NADA  file  will 
not  be  disclosed  by  the  Pood  and  Drug 
Administration  before  an  approval  has 
been  published  in  the  Federal  Register, 
unless  it  has  previously  been  publicly  dis¬ 
closed  or  acknowledged. 

(c)  If  the  existence  of  an  NADA  file 
has  not  been  publicly  disclosed  or  ac¬ 
knowledged,  no  data  or  information  in 
the  NADA  file  is  available  for  public 
disclosure. 
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(d)  If  the  existence  of  an  NADA  file 
has  been  publicly  disclosed  or  acknowl¬ 
edged  before  an  approval  has  been  pub¬ 
lished  in  the  Federal  Register,  no  data 
or  information  contained  in  the  file  is 
available  for  public  disclosure  before 
such  approval  is  published,  but  the  Com¬ 
missioner  may,  in  his  discretion,  d^close 
a  summary  of  such  selected  portions  of 
the  safety  and  effectiveness  data  as  are 
appropriate  for  public  consideraticm  of  a 
specific  pending  issue,  e.g.,  at  an  open 
session  of  a  Food  and  Drug  Administra¬ 
tion  advisory  committee  or  pursuant  to 
an  exchange  of  important  regulatory  in¬ 
formation  with  a  foreign  government. 

(e)  After  an  approval  has  been  pub¬ 
lished  in  the  Federal  Register,  the  fol¬ 
lowing  data  and  information  in  the 
NADA  file  are  immediately  available  for 
public  disclosure  unless  extraordinary 
circumstances  are  shown: 

(1)  All  safety  and  effectiveness  data 
and  information  previously  disclosed  to 
the  public,  as  defined  in  $  4.81  of  this 
chapter. 

(2)  A  summary  or  summaries  of  the 
safety  and  effectiveness  data  and  infor¬ 
mation  submitted  with  or  incorporated 
by  reference  in  the  NADA  file.  Such  sum¬ 
maries  do  not  constitute  the  full  reports 
of  investigations  under  section  512(b)  (1) 
of  the  act  (21  U.S.C.  360b(b)(l))  on 
which  the  safety  or  effectiveness  of  the 
drug  may  be  approved.  Such  summaries 
shall  consist  of  the  following: 

(i)  For  an  NADA  approved  prior  to 
July  1,  1975,  internal  agency  records 
that  describe  such  data  and  information, 
e.g.,  a  summary  of  basis  for  approval  or 
internal  reviews  of  the  data  and  informa¬ 
tion,  after  deletion  of : 

(a)  Names  and  any  information  that 
would  identify  the  investigators. 

(b)  Any  inappropriate  gratuitous  com¬ 
ments  unnecessary  to  an  objective  analy¬ 
sis  of  the  data  and  information. 

(ii)  For  an  NADA  approved  on  or  after 
July  1, 1975,  a  summary  of  such  data  and 
information  prepared  in  one  of  the  fol¬ 
lowing  two  alternative  ways  shall  be 
publicly  released  when  the  approval  is 
published  in  the  Federal  Register. 

(a)  The  Bureau  of  Veterinary  Medi¬ 
cine  may  at  an  appropriate  time  prior  to 
approval  of  the  NADA  require  the  appli- 
(;s.nt  to  prepare  a  summary  of  such  data 
and  information,  which  will  be  reviewed 
and,  where  appropriate,  revised  by  the 
Bureau. 

(b)  The  Bureau  of  Veterinary  Medi¬ 
cine  may  prepare  its  own  summary  of 
such  data  and  information. 

(3)  A  protocol  for  a  test  or  study,  vm- 
less  it  is  shown  to  fall  within  the  exemp¬ 
tion  established  for  trade  secrets  and 
confidential  commercial  information  in 
§  4.61  of  this  chapter. 

(4)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information, 
after  deletion  of : 

(i)  Names  and  any  information  that 
would  identify  the  person  using  the 
product. 

(ii)  Names  and  any  information  that 
would  identify  any  third  party  involved 


with  the  report,  such  as  a  physician, 
hospital,  or  other  institution. 

(5)  A  list  of  all  active  ingredients  and 
any  inactive  ingredients  previously  dis¬ 
closed  to  the  public  as  defined  in  §  4.81 
of  this  chapter. 

(6)  An  assay  method  or  other  ana¬ 
lytical  method,  unless  it  serves  no  regu¬ 
latory  or  compliance  purpose  and  is 
shown  to  fall  within  the  exemption  estab¬ 
lished  in  i!  4.61  of  this  chapter. 

(7)  All  correspondence  and  written 
summaries  of  oral  discussions  relating 
to  the  NADA,  in  accordance  with  the 
provisions  of  Part  4  of  this  chapter. 

(f)  All  safety  and  effectiveness  data 
and  information  not  previously  disclosed 
to  the  public  are  available  for  public 
disclosure  at  the  time  that  any  one  of  the 
following  events  occurs: 

(1)  The  NADA  has  been  abandoned 
and  no  further  work  is  being  undertaken 
with  respect  to  it. 

(2)  A  final  determination  is  made  that 
the  NADA  is  not  approvable,  and  all  legal 
appeals  have  been  exhausted. 

(3)  Approval  of  the  NADA  is  with¬ 
drawn,  and  all  legal  appeals  have  been 
exhausted. 

(4)  A  final  determination  has  been 
made  that  the  animal  drug  is  not  a  new 
animal  drug. 

(5)  A  final  determination  has  been 
made  that  the  animal  drug  may  be 
marketed  without  submission  of  such 
safety  and/or  effectiveness  data  and  in¬ 
formation. 

(g)  The  following  data  and  informa¬ 
tion  in  an  NADA  file  are  not  available 
for  public  disclosure  unless  they  have 
been  previously  disclosed  to  the  public 
as  defined  in  §  4.81  of  this  chapter  or 
they  relate  to  a  product  or  ingredient 
tJiat  has  been  abandoned  and  they  no 
longer  represent  a  trade  secret  or  confi¬ 
dential  commercial  or  financial  infor¬ 
mation  as  defined  in  §  4.61  of  this 
chapter: 

(1)  Manufacturing  methods  or  proc¬ 
esses,  including  quality  control  proce¬ 
dures. 

(2)  Production,  sales,  distribution, 
and  similar  data  and  information,  ex¬ 
cept  that  any  compilation  of  such  data 
and  information  aggregated  and  pre¬ 
pared  in  a  way  that  does  not  reveal  data 
or  information  which  is  not  available  for 
public  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semiquantitative 
formulas. 

(h)  For  purposes  of  this  regulation, 
safety  and  effectiveness  data  include  all 
studies  and  tests  of  an  animal  drug  on 
animals  and  all  studies  and  tests  on  the 
animal  drug  for  Identity,  stability,  purity, 
potency,  and  bioavailability. 

§  514.12  (Confidentiality  of  data  and  in¬ 
formation  in  an  invf*8tigational  new 
animal  drug  notiee. 

(a)  The  existence  of  an  IN  AD  notice 
will  not  be  disclosed  by  the  Food  and 
Drug  Administration  unless  it  has  previ¬ 
ously  been  publicly  disclosed  or  ac¬ 
knowledged. 


(b)  The  availability  for  public  disclo¬ 
sure  of  all  data  and  information  in  an 
INAD  file  shall  be  handled  in  accordance 
with  provisions  established  in  §  514.11. 

§  514.15  Untrue  statements  in  applica¬ 
tions. 

Among  the  reasons  why  an  application 
for  a  new  animal  drug  or  animal  feed 
bearing  or  containing  a  new  animal  drug 
may  contain  an  untrue  statement  of  a 
material  fact  are: 

(a)  Differences  in; 

(1)  Conditions  of  use  prescribed,  rec¬ 
ommended,  or  suggested  by  the  applicant 
for  the  product  from  the  conditions  of 
such  use  stated  in  the  application; 

(2)  Articles  used  as  components  of 
the  product  from  those  listed  in  the  ap¬ 
plication; 

(3)  Composition  of  the  product  from 
that  stated  in  the  implication; 

(4)  Methods  used  in  or  the  facilities 
and  controls  used  for  the  manufacture, 
processing,  or  packing  of  the  product 
from  such  methods,  facilities,  and  con¬ 
trols  described  in  the  application; 

(5)  Labeling  from  the  specim^s  con¬ 
tained  in  the  application;  or 

(b)  If  it  is  a  supplement  to  an  ap¬ 
proved  application  and  does  not  explain 
omissions  in  whole  or  in  part  from  the 
original  application  or  any  amendment 
or  supplement  to  it  or  from  any  record 
or  report  required  under  the  provisions 
of  section  512  of  the  act  and  §  510.300  or 
§  510.301  of  this  chapter  of  any  informa¬ 
tion  obtained  from: 

(1)  Investigations  as  to  the  safety, 
effectiveness,  identity,  strength,  quality, 
or  purity  of  the  drug,  made  by  the  ap¬ 
plicant  on  the  drug,  or 

(2)  Investigations  or  experience  with 
the  product  that  is  the  subject  of  the 
application,  or  any  related  product,  avail*^ 
able  to  the  applicant  from  any  source 
if  such  Information  is  pertinent  to  an 
evaluation  of  the  safety,  effectiveness, 
identity,  strength,  quality,  or  purity  of 
the  drug,  when  such  omission  would  bias 
an  evaluation  of  the  safety  or  effective¬ 
ness  of  the  product. 

§  514.50  Requests  for  certification, 
check  tests  and  assays,  and  working 
standards  for  animal  drugs  subject 
to  section  512(n)  of  the  act;  infor¬ 
mation  and  samples  retpiired. 

(a)  A  request  for  certification  of  a 
batch  shall  be  addressed  to  the  Com¬ 
missioner  and  shall  be  in  a  form  speci¬ 
fied  by  him.  A  request  from  a  foreign 
manufacturer  shall  be  signed  by  such 
manufacturer  and  by  an  agent  of  such 
manufacturer  who  resides  in  the  United 
States.  The  agent  will  be  held  account¬ 
able  for  all  outstanding  certification  fees 
incurred  by  the  foreign  manufacturer 
he  represents,  and,  in  signing  the  re¬ 
quest  for  certification,  the  agent  agrees 
to  be  financially  responsible  for  any 
certification  debts  so  incurred. 

(b) (1)  The  initial  request  for  certi¬ 
fication  of  a  batch  of  any  drug  sub¬ 
mitted  by  any  person  shall  be  preceded 
or  accompanied  by  a  full  statement  of 
the  facilities  and  controls  used  to  main¬ 
tain  the  identity,  strength,  quality,  and 
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purity  of  each  batch  of  such  drug,  in¬ 
cluding  descriptions  of : 

(1)  The  methods  and  processes  used 
in  the  manufacture  of  the  drug; 

(ii)  The  tests  and  assays  of  the  drag 
made  during  the  manufacture  of  the 
batch  and  after  it  is  packaged;  and 

(iii)  The  laboratory  facilities  used  in 
such  controls. 

(2)  Such  Initial  request  shall  also  be 
preceded  or  accompanied  by  the  key  of 
the  batch  marks  used  by  such  person  and 
by  specimens  of  all  labeling  to  be  used  for 
such  drug. 

(c)  A  pers<xi  who  requests  certiflca- 
ti(m  or  check  tests  and  assays  of  a  batch 
shall  submit  with  his  request  the  follow¬ 
ing  information  and  samples: 

(1)  The  batch  mark  of  the  drug. 

(2)  The  qiiantity  of  each  ingredient 
used  in  making  the  batch  and  a  state¬ 
ment  that  each  such  ingredient  conforms 
to  the  requirements  or  standards  pre¬ 
scribed  therefor,  if  any,  by  specific  regu¬ 
lations  or  ofQcial  compen^um  or  other¬ 
wise  approved  by  the  Conunissioner. 

(3)  The  size  of  the  batch,  including 
the  number  of  containers  of  each  size 
in  the  batch. 

(4)  The  date  of  the  latest  assay  of  the 
batch. 

(5)  The  results  of  the  latest  tests  and 
assays  made  by  or  for  him  on  the  batch 
as  required  for  the  drug  by  specific 
regulations. 

(6)  The  batch  mark(s)  of  the  anti¬ 
biotic  (s)  used  in  making  the  batch. 

(7)  Unless  previously  submitted,  the 
results  and  dates  of  the  latest  tests  and 
assays  made  by  or  for  him  on  the  anti¬ 
biotic  (s>  used  in  making  the  batch  as 
required  by  specific  regulations. 

(8)  The  number  of  accurately  repre¬ 
sentative  samples  that  are  required  for 
the  batch  by  specific  regulations: 

(i)  In  the  case  of  drugs  such  as  dry 
powders,  s<dutions,  ointments,  and  sus¬ 
pensions,  the  sample  shall  be  collected 
by  taking  single  Immediate  containers, 
before  or  after  labeling,  at  such  intervals 
throughout  the  entire  time  of  packaging 
the  batch  that  the  quantities  packaged 
during  the  intervals  are  ai^roximately 
equal.  In  no  case,  however,  shall  more 
than  5,000  immediate  containers  have 
been  packaged  during  each  such  inter¬ 
val  of  sampling,  except  for  a  sample 
collected  for  sterility  twting. 

(ii)  In  the  case  of  drugs  such  as  tab¬ 
lets  or  other  such  imit  dosage  forms,  the 
sample  shall  be  collected  by  taking  single 
tablets  at  such  intervals  throughout  the 
entire  time  of  tableting  the  batch  that 
the  quantities  tableted  during  the  inter¬ 
vals  are  aii^roximately  equal.  In  no  case, 
however,  shall  more  than  5,000  tablets 
have  been  tableted  during  each  interval 
of  sampling,  except  for  a  sample  col¬ 
lected  for  time  of  disintegration.  If  the 
person  who  packages  the  tablets  into 
dispensing-size  containers  is  not  the 
manufacturer,  such  sample  shall  be 
collected  throughout  the  entire  time 
of  packaging  the  batch  into  such 
containers. 

(iii)  In  the  case  of  drugs  packaged  for 
repacking  or  for  use  in  the  manufacture 
of  another  drug,  the  sample  must  be  rep¬ 


resentative  of  the  batch.  Such  samples 
may  be  taken  from  a  composite  composed 
of  portions  taken  from  a  representative 
number  of  bulk  containers,  the  com¬ 
posite  consisting  of  no  more  than  10 
times  the  amount  required  for  conduct¬ 
ing  the  required  tests  and  assays.  Such 
samples  are  not  required  'if  Uiey  have 
been  previously  submitted. 

(iv)  In  the  case  of  a  sterile  drug  pack¬ 
aged  in  comblnaticm  with  containers  of 
a  sterile  diluent,  the  sample  shall  be 
collected  by  taking  20  immediate  con¬ 
tainers  of  the  diluent  collected  at  regu¬ 
lar  intervals  throughout  each  fll^g 
operation,  except  that  if  the  diluent  is 
sterilized  after  filling  into  containers,  the 
representative  sample  shall  consist  (if  20 
immediate  containers  collected  from 
each  sterilizer  load  and  each  container 
shall  be  taken  from  a  different  part  of 
each  such  sterilizer  load.  In  the  case  of 
sterile  drugs  packaged  in  combination 
with  sterile  droppers,  the  sample  shall 
be  collected  by  taking  20  droppers  from 
each  sterilizer  load  and  each  stopper 
shall  be  taken  from  a  different  part  of 
such  sterilizer  load. 

(9)  In  the  case  of  an  initial  request 
for  certification,  each  ingredient  us^  in 
making  the  batch  other  than  ingredients 
required  by  specific  regulations:  1  pack¬ 
age  of  each  containing  approximately 
5  grams.  Results  and  dates  of  the  latest 
tests  and  assays  made  by  or  for  him  on 
such  ingredients  shall  precede  or  accom¬ 
pany  the  submission. 

( 10)  The  results  and  dates  of  tests  and 
assays  made  by  or  for  him  on  the  non¬ 
antibiotic  active  ingredients  in  the  batch. 

(11)  If  such  batch  or  any  part  thereof 
is  to  be  packaged  with  a  sterile  diluent 
or  sterile  dropper,  such  request  shall  also 
be  accomp^ied  by  a  statement  that  such 
diluent  or  dropper  is  sterile  and  conforms 
to  the  requirements  prescribed  therefor 
by  specific  regiilations. 

(d)  Each  sample  submitted  pursuant 
to  the  regiilations  in  this  chapter  shall 
be  addressed  to  the  Commissioner.  Its 
package  shall  be  clearly  Identified  as  to 
its  contents  and  shall  bear  the  name  and 
post-ofiSce  address  of  the  person  submit¬ 
ting  it. 

(e)  In  addition  to  the  informaticm  and 
samples  specifically  required  to  be  sub¬ 
mitted  to  the  Commissioner  by  the  reg¬ 
ulations  in  this  chapter,  the  person  who 
requests  certification  of  a  batch  shall 
submit  such  further  information  and 
samples  as  the  Commissioner  may  re¬ 
quire  for  the  purpose  of  Investigations 
to  determine  whether  or  not  such  batch 
complies  with  the  requirements  of 
S  431.10  of  this  chapter  for  the  issuance 
of  a  certificate. 

(f)  Upon  the  request  of  any  person, 
stating  reasonable  grounds  therefor,  the 
Commissioner  shall  furnish  such  person 
with  a  portion  of  the  working  standards. 

(Sec.  507,  59  Stat.  463  as  amended  (21  U.S.C. 
357)). 

§  514^51  Certification  of  animal  drugs 
subject  to  section  512(n)  of  the  act. 

(a)  If  it  appears  to  the  Commissioner, 
after  such  investigation  as  he  considers 
necessary,  that: 


(1)  The  information  (including  re¬ 
sults  of  tests  and  assays)  and  samides 
required  by  or  pursuant  to  the  regula¬ 
tions  in  this  chapter  have  been  sub¬ 
mitted.  and  the  request  for  certification 
contains  no  untrue  statement  of  a  ma¬ 
terial  fact;  and 

(2)  The  batch  (xanplies  with  the  reg¬ 
ulations  in  this  chapter  and  conforms 
to  the  applicable  standards  of  identity, 
strength,  quality,  and  purity  prescribed 
by  the  regulations  in  this  chapter; 

the  Commissioner  shall  certify  that  such 
batch  is  safe  and  efficacious  for  use,  sub¬ 
ject  to  such  conditions  bn  the  effective¬ 
ness  of  certificates  as  are  prescribed  by 
S  437.11  of  this  chapter,  and  shall  is¬ 
sue  to  the  person  who  requested  it  a 
certificate  to  that  effect. 

(b)  If  the  Commissioner  determines, 
after  such  investigation  as  he  considers 
to  be  necessary,  that  the  information 
submitted  pursuant  to  the  regulations  in 
this  chapter,  or  the  bat(di  covered  by 
such  request,  does  not  comply  with  the 
requirements  set  forth  in  paragraph  (a) 
of  this  section  for  the  issuance  of  a  cer¬ 
tificate.  the  Commissioner  shall  refuse  to 
certify  such  batch  and  shall  give  notice 
thereof  to  the  person  who  requested  cer¬ 
tification,  stating  his  reasons  for  refusal. 

(c)  All  statements,  samples,  and  other 
information  and  materials  submitted  in 
connection  with  a  request  for  certifica¬ 
tion  shall  be  considered  to  be  part  of  such 
request. 

(d)  Compliance  of  a  drug  with  the 
standards  of  identity,  strength,  quality, 
and  purity  prescribed  by  regulations  in 
this  chapter  shall  be  determined  by  the 
tests  and  methods  of  assay  prescribe 
for  such  drug  by  regulations  issued  under 
this  chapter. 

(e)  The  regulations  in  this  chapter, 
prescribing  tests  and  methods  of  assay 
for  antibiotic  and  antibiotic-containing 
drugs,  shall  not  be  construed  as  prevent¬ 
ing  the  Commissioner  from  using  any 
other  test  or  method  of  assay  in  his  in¬ 
vestigations  to  determine  whether  or  not: 

(1)  A  request  for  certification  con¬ 
tains  any  untrue  statement  of  a  mate¬ 
rial  fact ;  or 

(2)  A  certification  has  been  obtained 
through  fraud,  or  through  misrepre¬ 
sentation  or  concealment  of  a  material 
fact. 

(f)  Except  as  specifically  provided  by 
the  regulations  in  this  chapter,  no  provi¬ 
sion  of  any  regulation  shall  be  construed 
as  exempting  any  certifiable  antibiotic 
drug  from  any  applicable  provision  of 
the  act  or  any  regulation  thereunder. 

(Sec.  507,  59  stat.  463  as  amended  (21  U.S.C. 
357)). 

§  514.S5  Forms  for  rertifiralion  or  ex¬ 
emption  of  antibiotic  drugs  for  ani¬ 
mal  use  subject  to  section  51 2  (n) 
of  the  act. 

The  following  forms  which  must  be 
supplied  in  connection  with  certain  cer¬ 
tification  or  exemption  procedures  for 
antibiotic  drugs  for  veterinary  use  may 
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be  obtained  from  the  Certification  Serv¬ 
ices  Staff  (HPD-145) ,  Food  and  Drug  Ad¬ 
ministration,  Department  of  Health,  Ed¬ 
ucation,  and  Welfare,  5600  Fishers  Lane, 
Rockville,  MD  20852: 

Form 

1  Application  for  exemption  for  storage. 

2  Application  for  exemption  for  processing. 

3  Application  for  exemption  for  labeling. 

4  Application  for  exemption  for  manufac¬ 

turing  use. 

7  Request  for  check  tests  and  assays  or 

certification  of  a  batch  of _ 

(the  blank  to  be  filled  in  with  the 
name  of  the  antibiotic  drug) . 

8  Application  for  exemption  for  repacking. 

9  Request  for  supplemental  certification  of 

a  batch  of  an  antibiotic  drug. 

1800  Application  for  exemption  for  antibi¬ 
otics  mixed  in  animal  feeds.  Form  PD- 
1800 — Revised  must  be  used  when  ap¬ 
plications  for  medicated  feeds  rely  for 
evidence  of  safety  and  effectiveness  on 
a  regulation  published  pursuant  to 
section  812(1)  of  the  act. 

(Sec.  507,  59  Stat.  463  as  amended  (21  XJA.C. 
357)).  % 

§  514.60  Fees  for  certification  of  ani¬ 
mal  drugs  subject  to  section  512  (n) 
of  the  act. 

(a)  The  fees  for  certification  services 
for  veterinary  drugs  are  described  in  the 
applicable  provisions  of  S  431.53  of  this 
chapter. 

(b)  The  fees  for  the  services  rendered 
with  respect  to  each  application  for  an 
exemption  from  certification  under  the 
regulations  in  $  510.515(b)  of  this  chap¬ 
ter,  and  for  each  amendment  thereto, 
shall  be: 

(1)  $10.00  for  each  medicated  feed 
formula  containing  one  or  more  new- 
drug  substances  described  in  an  initial 
application. 

(2)  $10.00  for  changes  in  one  or  more 
new-drag  substances  contained  in  a 
medicated  feed  formula  described  in  an 
amendment  to  such  application. 

The  fee  prescribed  by  this  paragraph 
shall  accompany  each  application  and 
each  amendment  to  such  application  un¬ 
less  such  fee  is  covered  by  an  advance 
deposit  maintained  in  accordance  with 
§  431.53(d)  of  this  chapter. 

(Sec.  507,  59  Stat.  463  as  amended  (21  U.S.C. 
367)). 

Subpart  B — Administrative  Actions  on 
Applications 

§  514.100  Evaluation  and  comment  on 
applications. 

(a)  After  the  filed  application  has  been 
evaluated,  the  applicant  will  be  fur¬ 
nished  written  comment  on  any  apparent 
deficiencies  in  the  application. 

(b)  When  the  description  of  the  meth¬ 
ods  used  in,  and  the  facilities  and  con¬ 
trols  used  for,  the  manufacture,  process¬ 
ing,  and  packing  of  such  new  animal 
drug  appears  adequate  on  its  face,  but 
it  is  not  feasible  to  reach  a  conclusion 
as  to  the  safety  and  effectiveness  of  the 
new  animal  drug  solely  from  considera¬ 
tion  of  this  description,  the  applicant 
may  be  notified  that  an  establishment 
inspection  is  required  to  verify  their 
adequacy. 


(c)  A  request  for  samples  of  a  new 
animal  drug  or  any  edible  tissues  and 
byproducts  of  animals  treated  with  such 
a  drug,  shall  specify  the  quantity  deemed 
adequate  to  permit  tests  of  analytical 
methods  to  determine  their  adequacy  for 
r^ulatory  purposes.  The  request  should 
be  made  as  early  in  the  180-day  period 
as  possible  to  assure  timely  completion. 
The  date  used  for  computing  the  180-day 
limit  for  the  purposes  of  section  512(c) 
of  the  act  shall  be  moved  forward  1  day 
for  each  day  after  the  mailing  date  of 
the  request  until  all  of  the  requested 
samples  are  received.  If  the  samples  are 
not  received  within  90  days  after  the  re¬ 
quest,  the  application  will  be  considered 
withdrawn  without  prejudice. 

(d)  The  information  contained  in  an 
application  may  be  insufficient  to  deter¬ 
mine  whether  a  new  animal  drug  is  safe 
or  effective  in  iise  if  it  fails  to  include 
(among  other  things)  a  statement  show¬ 
ing  whether  such  drug  is  to  be  limited 
to  prescription  sale  and  exempt  under 
section  502(f)  of  the  act  from  the  re¬ 
quirement  that  its  labeling  bear  adequate 
directions  for  lay  use.  If  such  drug  is 
to  be  exempt,  the  information  may  also 
be  Insufficient  if : 

(1)  The  specimen  labeling  proposed 
falls  to  bear  adequate  information  for 
professional  use  including  indications, 
effects,  dosages,  routes,  methods,  and 
frequency  and  duration  of  administra¬ 
tion  and  any  relevant  hazards,  contra¬ 
indications,  side  effects,  and  precautions 
under  which  practitioners  licensed  by 
law  to  administer  such  drug  can  use  the 
drug  for  the  purposes  for  which  it  is  in¬ 
tended,  Including  all  purposes  for  which 
it  is  to  be  advertised,  or  represented,  in 
accordance  with  §  201.105  of  this  chap¬ 
ter,  and  information  concerning  hazards, 
contraindications,  side  effects,  and  pre¬ 
cautions  relevant  with  respect  to  any 
uses  for  which  such  drug  is  to  be  pre¬ 
scribed. 

(2)  The  a];H>licatlon  fails  to  show  that 
the  labeling  and  advertising  of  such  drug 
will  offer  the  drug  for  use  only  imder 
those  conditions  for  which  it  is  offered 
in  the  labeling  that  is  part  of  the  appli¬ 
cation. 

(3)  The  application  falls  to  show  that 
all  labeling  that  furnishes  or  purports  to 
furnish  information  for  professional  use 
of  such  drug  will  contain,  in  the  same 
language  and  emphasis,  the  information 
for  use  including  Indications,  effects,  dos¬ 
ages,  routes,  methods,  and  frequency  and 
duration  of  administration  and  any  rele¬ 
vant  warnings,  hazards,  contraindica¬ 
tions.  side  effects,  and  precautions,  which 
is  contained  in  the  labeling  that  is  part 
of  the  application  in  accordance  with 
§  201.105  of  this  chapter. 

(e)  The  Information  contained  in  an 
application  will  be  considered  insufficient 
to  determine  whether  a  new  animal  drug 
is  safe  and  effective  for  use  when  there 
is  a  refusal  or  failure  upon  written  notice 
to  furnish  inspectors  authorized  by  the 
Food  and  Drug  Administration  an  ade¬ 
quate  opportunity  to  inspect  the  facili¬ 
ties,  controls,  and  record  pertinent  to 
the  application.  • 


(f)  On  the  basis  of  preliminary 
consideration  of  an  application  or  supple¬ 
mental  application  ccmtaining  typewrit¬ 
ten  or  other  draft  labeling  in  lieu  of  final 
printed  labeling,  an  applicant  may  be 
informed  that  such  application  is  ap- 
provable  when  satisfactory  final  printed 
labeling  identical  in  content  to  such  draft 
c(H)y  is  submitted. 

(g)  When  an  application  has  been 
found  incomplete  on  the  basis  of  a  need 
for  the  kind  of  information  described  in 
§  514.6,  such  application  shall  be  con¬ 
sidered  withdrawn  without  prejudice  to 
future  filing  on  the  date  of  issuance  of 
the  letter  citing  the  inadequacies  con¬ 
tained  in  the  application,  unless  within 
30  days  the  sponsor  chooses  to  avail  him¬ 
self  of  the  opportunity  for  hearing  as 
prescribed  by  S  514.111. 

§  514.105  Approval  of  applications. 

(a)  Within  180  days  after  an  applica¬ 
tion  has  been  filed  pursuant  to  §  514.1, 
if  the  Commissioner  determines  that 
ncme  of  the  grounds  for  denying  ap¬ 
proval  specified  in  section  512(d)  of  the 
act  applies: 

(1)  He  shall  forward  for  publication 
in  the  Fedirai.  Rzgistbb  a  regulaticm 
prescribing  tiie  condltlcms  under  which 
the  new  animal  drug  may  be  used,  in¬ 
cluding  the  name  and  address  of  the  ap¬ 
plicant;  the  conditions  and  indicatimis 
for  use  covered  by  the  application:  any 
tolerance,  withdrawal  period,  or  other 
use  restrictions:  any  tolerance  required 
for  the  new  animal  drug  substance  or 
its  metabolites  in  edible  products  of  food- 
producing  animals;  and,  if  such  new  an¬ 
imal  drug  is  Intended  for  use  in  animal 
feed,  appropriate  purposes  and  condi¬ 
tions  of  use  (including  special  labeling 
requirements)  applicable  to  any  animal 
feed;  and  such  other  information  the 
Commissioner  deems  necessary  to  assure 
safe  and  effective  use. 

(2)  He  shall  notify  the  applicant  by 
sending  him  a  copy  of  the  proposed  pub¬ 
lication  as  described  in  paragraph  (a) 
(1)  of  this  section. 

(b)  Within  90  days  after  an  applica¬ 
tion  filed  pursuant  to  S  514.2  if  the 
Cmnmissioner  determines  that  none  of 
the  grounds  for  denying  approval  speci¬ 
fied  in  section  512 (m)  (3)  of  the  act 
applies,  he  shall  notify  the  applicant  that 
it  is  iqiprovable  by  signing  and  mailing 
to  the  sponsor  the  original  copy  of  the 
PD-1800. 

§  514.110  Reasons  for  refusing  to  file 
applications. 

(a)  The  date  of  receipt  of  an  applica¬ 
tion  for  a  new  animal  drug  shall  be  the 
date  on  which  the  application  shall  be 
deemed  to  be  filed. 

(b)  An  application  for  a  new  animal 
drug  shall  not  be  considered  acceptable 
for  filing  for  any  of  the  following  reasons: 

(1)  It  does  not  contain  complete  and 
accurate  English  translations  of  any  per¬ 
tinent  part  in  a  foreign  language. 

(2)  Fewer  than  three  copies  are  sub¬ 
mitted. 

(3)  It  is  Incomplete  on  its  face  in  that 
it  is  not  properly  organized  and  indexed. 
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(4)  On  its  face  the  information  con¬ 
cerning  required  matter  is  so  inadequate 
that  the  application  is  clearly  not  ap- 
provable. 

(5)  The  new  animal  drug  Is  to  be  man¬ 
ufactured.  prepared,  propagated,  com¬ 
pounded,  or  processed  in  whole  or  in  part 
in  any  State  In  an  establishment  that  has 
not  been  registered  or  exempted  from 
registration  under  the  provisions  of  sec¬ 
tion  510  of  the  act. 

(6)  The  sponsor  does  not  reside  or 
maintain  a  place  of  business  within  the 
United  States  and  the  application  has 
not  been  countersigned  by  an  attorney, 
agent,  or  other  representative  of  the  ap¬ 
plicant,  which  representative  resides  in 
the  United  States  and  has  been  duly  au¬ 
thorized  to  act  on  behalf  of  the  applicant 
and  to  receive  communications  on  all 
matters  pertaining  to  the  application. 

(7)  The  new  animal  drug  is  a  drug 
subject  to  licensing  under  the  animal 
virus,  serum,  and  toxin  law  of  March  4. 
1913  (37  Stat.  832  ;  21  U.S.C.  151  et  seq.). 
Such  applications  will  be  referred  to  the 
UJ3.'  Department  of  Agriculture  for 
action. 

(c)  If  an  application  is  determined  not 
to  be  acceptable  for  filing,  the  applicant 
shall  be  notified  within  30  days  of  re¬ 
ceipt  of  the  application  and  shall  be  given 
the  reasons  therefore. 

(d)  If  the  applicant  disputes  the  find¬ 
ings  that  his  application  is  not  acceptable 
for  filing,  he  may  make  written  request 
that  the  application  be  filed  over  protest, 
in  which  case  it  will  be  filed  as  of  the  day 
originally  received. 

§  514.111  Refusal  to  approve  an  appli¬ 
cation. 

(a)  The  Commissioner  shall,  within 
180  days  after  the  filing  of  the  iq}pllca- 
tion,  inform  the  applicant  in  writing  of 
his  intention  to  issue  a  notice  of  oppor¬ 
tunity  for  a  hearing  on  a  propo^  to 
refuse  to  approve  the  application,  if  the 
Commissioner  determines  iq>on  the  basis 
of  the  application,  or  upon  the  basis  of 
other  information  before  him  with  re¬ 
spect  to  a  new  animal  drug,  that: 

(1)  Ihe  reports  of  investigations 
required  to  be  submitted  pursuant  to  sec¬ 
tion  512(b)  of  the  act  do  not  Include  ade¬ 
quate  tests  by  all  methods  reasonably 
applicable  to  show  whether  or  not  such 
dnig  is  safe  for  use  under  the  conditions 
prescribed,  recommended,  or  suggested 
in  the  proposed  labeling  thereof :  or 

(2)  The  results  of  such  tests  show  that 
such  drug  is  unsafe  for  use  imder  such 
conditions  or  do  not  show  that  such  drug 
is  safe  for  iise  under  such  conditions;  or 

(3)  The  methods  used  in  and  the  fa¬ 
cilities  and  ccmtrols  used  for,  the  manu¬ 
facture,  processing,  and  packing  of  such 
drugs  are  inadequate  to  preserve  its 
identity,  strength,  quality,  and  purity;  or 

(4)  There  is  insufficient  information  to 
determine  whether  such  drug  is  safe  for 
use  imder  such  conditions.  In  making 
this  determination  the  Commissioner 
shall  consider,  among  other  relevant 
factors: 

(i)  The  probable  consumption  of  such 
drug  and  of  any  substances  formed  in  or 
on  food  because  of  the  use  of  such  drug; 


(ii)  The  accumulative  effect  on  man 
or  animal  of  such  drug,  taking  into  ac¬ 
count  any  chemically  or  pharmacologi¬ 
cally  related  substances; 

(ill)  Safety  factors  which,  in  the  opin¬ 
ion  of  experts  qualified  by  scientific 
training  and  experience  to  evaluate  the 
safety  of  such  drugs,  are  appropriate  for 
the  use  of  animal  experimentation  data; 
and 

(iv)  Whether  the  conditions  of  use 
prescribed,  recommended,  or  suggested 
in  the  proposed  labeling  are  reasonably 
certain  to  be  followed  in  practice;  or 

(5)  There  is  a  lack  of  substantial  evi¬ 
dence  based  upon  adequate  and  well-con-  ‘ 
trolled  investigations  that  the  drug  will 
have  the  effect  it  purports  or  is  repre¬ 
sented  to  have  under  the  conditions  of 
use  prescribed,  recommended,  or  sug¬ 
gested  in  the  proposed  labeling  thereof. 
An  adequate  and  well-controlled  investi¬ 
gation  must  satisfy  the  following  criteria: 

(i)  A  clear  statement  of  the  objective 
of  the  study  is  provided. 

(ii)  The  method  of  selection  of  the 
animals  to  be  studied  and  those  to  serve 
as  controls  provides  for: 

(a)  Adequate  confirmation  of  the  dis¬ 
ease  or  clinical  state  present,  including 
criteria  of  diagnosis  and  any  appropri¬ 
ate  confirmatory  laboratory  tests. 

(b)  Assignment  of  the  animals  and 
control  groups  to  test  under  conditions 
which  exclude  or  minimize  bias. 

(ill)  An  outline  and  explanation  of 
the  methods  of  quantitation  and  ob¬ 
servation  of  the  parameters  studied  in 
the  subjects. 

(iv)  A  description  of  the  steps  taken 
to  document  comparability  of  variables 
such  as  species,  age,  sex.  duration,  and 
severity  of  disease,  management  prac¬ 
tices,  and  use  of  drugs  other  than  those 
being  studied. 

(V)  A  description  of  the  methods  of 
recording  and  analyzing  the  animal  re¬ 
sponse  variables  studied  and  the  means 
of  excluding  bias  or  minimizing  bias  in 
the  observations. 

(Vi)  A  precise  statement  of  the  na¬ 
ture  of  the  control  group  against  which 
the  effects  of  the  new  treatment  modality 
can  be  compared.  Three  types  of  con¬ 
trolled  comparisons  are  poskble: 

(a)  Placebo  control:  The  new  animal 
drug  entity  may  be  compared  quantita¬ 
tively  with  an  inactive  placebo  control. 
The  level  of  blinding  may  affect  the 
validity  of  the  observation  and  compari¬ 
sons. 

(b)  Active  drug  control:  The  new 
animal  drug  entity  may  be  compared 
quantitatively  with  another  drug  or 
modality  known  to  be  effective. 

(c)  Historical  control:  In  some  cir¬ 
cumstances  involving  diseases  with  high 
and  predictable  mortality  or  with  signs 
and  symptoms  of  predictable  duration 
or  severity,  the  results  of  use  of  a  new 
animal  drug  entity  may  be  compared 
quantitatively  with  prior  experience  his¬ 
torically  derived  from  the  adequately 
documented  natural  history  of  the  dis¬ 
ease  in  comparable  animals  with  no 
treatment  or  with  treatnient  with  an 
established  effective  therapeutic  regimen. 


(vii)  A  summaiy  of  statistical  meth¬ 
ods  used  in  analysis  of  the  data  derived 
from  the  subjects. 

Provided,  however.  That  any  of  the 
above  criteria  in  this  paragraph  (a)(5) 
of  this  section  may  be  waived  in  whole 
or  in  part,  either  prior  to  the  investiga¬ 
tion  or  in  the  evaluation  of  a  completed 
study,  by  the  Director  of  the  Bureau  of 
Veterinary  Medicine  with  respect  to  a 
specific  clinical  investigation.  A  petition 
for  such  a  waiver  may  be  filed  by  arty 
person  who  would  be  adversely  a^ccted 
by  application  of  the  criteria  to  a  par¬ 
ticular  clinical  investigation.  The  peti¬ 
tion  should  show  that  some  or  all  of  the 
criteria  are  not  reasonably  applicable  to 
the  investigation  and  that  alternative 
procedures  can  be  or  have  been  followed, 
the  results  of  which  will  or  have  yielded 
data  that  can  and  should  be  accepted 
as  substantial  evidence  of  the  drug’s 
effectiveness.  A  petition  for  a  waiver 
shall  set  forth  clearly  and  concisely  the 
specific  provision  or  provisions  in  the  cri¬ 
teria  from  which  waiver  is  sought,  why 
the  criteria  are  not  reasonably  appli¬ 
cable  to  the  particular  clinical  investiga¬ 
tion,  what  alternative  procedures,  if  any, 
are  to  be  or  have  been  employed,  what 
results  have  been  obtained,  and  the  basis 
on  which  it  can  be  or  has  been  concluded 
that  the  clinical  investigation  will  or 
has  yielded  substantial  evidence  of  ef¬ 
fectiveness,  notwithstanding  nimcon- 
formance  with  the  criteria  for  which 
waiver  is  requested. 

(vlii)  Standardized  test  drug:  For  such 
an  investigation  to  be  considered  ade¬ 
quate  for  consideration  for  approval  of 
a  new  animal  drug,  the  test  dnig  must 
be  standardized  as  to  identity,  strength, 
quality,  purity,  and  dosage  form  to  give 
significance  to  the  results  of  the  investi¬ 
gation. 

Uncontrolled  studies  or  partially  con¬ 
trolled  studies  are  not  acceptable  as  the 
sole  basis  for  the  approval  of  claims  of 
effectiveness.  Such  studies,  carefully 
conducted  and  documented,  may  provide 
corroborative  support  of  well-controlled 
studies  regarding  efficacy  and  may  yield 
valuable  data  regarding  safety  of  the  test 
drug.  Such  studies  will  be  considered  on 
their  merits  in  the  light  of  the  principles 
listed  here,  vrtth  the  exception  of  the  re¬ 
quirement  for  the  comparison  of  the 
treated  subjects  with  cimtrols.  Isolated 
case  reports,  random  experience,  and  re¬ 
ports  lacking  the  details  which  permit 
scientific  evaluation  will  not  be  con¬ 
sidered. 

(6)  Failure  to  include  an  appropriate 
proposed  tolerance  for  residues  In  edible 
products  derived  from  animals  or  a  with¬ 
drawal  ijeilod  or  other  restrictions  for 
use  of  siuch  drug  if  any  tolerance  or  with¬ 
drawal  period  or  other  restrictions  for 
use  are  required  In  order  to  assure  that 
the  edible  products  derived  from  animals 
treated  with  such  drug  will  be  safe. 

(7)  Based  on  a  fair  evaluation  of  all 
material  facts,  the  labeling  is  false  or 
misleading  in  any  particular;  or 

(8)  Such  drug  induces  cancer  when 
ingested  by  man  or  animal  or,  after  ap¬ 
propriate  tests  for  evsduation  of  the 
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safety  of  such  drug,  induces  cancer  in 
man  or  animal,  except  that  this  subpara¬ 
graph  shall  not  apply  with  respect  to 
such  drug  if  the  Commissioner  finds  that, 
under  the  conditions  of  use  specified  in 
proposed  labeling  and  reasonably  certain 
to  be  followed  in  practice: 

(i)  Such  drug  wUl  not  adversely  affect 
the  animal  for  which  it  is  intended;  and 

(ii)  No  residue  of  such  drug  will  be 
found  (by  methods  of  examination  pre¬ 
scribed  or  approved  by  the  Commissioner 
by  regulations)  in  any  edible  portion  of 
such  animal  after  slaughter  or  in  any 
food  yielded  by,  or  derived  from  the  liv¬ 
ing  animals. 

(9)  The  applicant  fails  to  submit  an 
environmental  impact  analysis  report 
analsrzing  the  environmental  impact  of 
the  manufactiuing  process  and  the  ulti¬ 
mate  use  or  consumptlcm  of  the  new 
animal  drug  pursuant  to  9  6.1  of  this 
chapter. 

(b)  The  Commissioner  shall  within  90 
days  after  the  filing  of  the  application 
inform  the  applicant  In  writing  of  his 
intention  to  issue  a  notice  of  opportunity 
for  a  hearing  on  a  prc^xioal  to  refuse  to* 
approve  the  application,  if  the  (tommis- 
sioner  determines  upon  the  basis  of  the 
application,  or  upon  the  basis  of  other 
information  before  him  with  respect  to 
an  animal  feed  bearing  or  containing  a 
new  animal  drug  that: 

(1)  There  is  not  in  elTect  a  regulation 
established  pursuant  to  secti(xi  512(i)  of 
the  act  (identified  in  such  application) 
on  the  basis  of  which  such  application 
may  be  approved;  or 

(2)  Such  animal  feed  (including  the 
proposed  use  of  any  new  animal  drug 
therein  or  thereon)  does  not  conform  to 
an  applicable  regulation  published  pur¬ 
suant  to  section  512  (i)  of  the  act  (identi¬ 
fied  in  such  application),  or  that  the 
purposes  or  conditions  or  indications  of 
use  prescribed,  recommended,  or  sug¬ 
gested  in  the  labeling  of  such  feed  do  not 
conform  to  the  applicable  purposes  and 
conditions  or  indications  for  use  (includ¬ 
ing  warnings)  published  pursuant  to 
section  512(1)  of  the  act  or  such  labeling 
omits  or  falls  to  conform  to  other  appli¬ 
cable  information  published  pursuant  to 
such  section;  or 

(3)  The  methods  used  in  and  the  fa¬ 
cilities  and  controls  used  for  the  manu¬ 
facturing,  processing,  and  packaging  of 
such  animal  feed  are  not  adequate  to 
preserve  the  identity,  strength,  quality, 
and  purity  of  the  new  animal  drug 
therein;  or 

(4)  Based  on  a  fair  evaluation  of  all 
the  material  facts,  such  labeling  is  false 
or  misleading  in  any  particiilar. 

(c)  The  Commissioner,  as  provided  in 
§  514.200  of  this  chapter,  shall  expedi¬ 
tiously  notify  the  applicant  of  an  oppor- 
ttmlty  for  a  hearing  on  the  question  of 
whether  such  application  is  approvable, 
unless  by  the  30th  day  following  the  date 
of  issuance  of  the  letter  informing  the 
applicant  of  the  Intention  to  issue  a 
notice  of  opportonity  for  a  hearing  the 
applicant: 

(1)  Withdraws  the  application;  or 

.(2)  Waives  the  opportimlty  for  a 
hearing;  or 


(3)  Agrees  with  the  Commissioner  on 
an  additional  period  to  precede  issuance 
of  such  notice  of  hearing. 

§  514.11S  Withdrawal  of  approval  of 
applications. 

(a)  The  Secretary  may  suspend  ap¬ 
proval  of  an  application  approved  pur¬ 
suant  to  section  512(c)  or  (m)  (2)  of 
the  act  and  give  the  applicant  prompt 
notice  of  his  action  and  afford  the  appli¬ 
cant  the  opportunity  for  an  expedited 
hearing  on  a  finding  that  there  is  an 
imminent  hazard  to  the  health  of  man 
or  of  the  animals  for  which  such  new 
animal  drug  or  animal  feed  is  intended. 

(b)  Tlie  Commissioner  shall  notify  in 
writing  the  person  holding  an  application 
approved  pursuant  to  section  512(c)  or 
(m)  (2)  of  the  act  and  afford  an  oppor¬ 
tunity  for  a  hearing  on  a  proposal  to 
withdraw  approval  of  such  application 
if  he  finds: 

(1)  TTiat  the  application  contains  any 
untrue  statement  of  a  material  fact;  or 

(2)  That  the  applicant  has  made  any 
changes  from  the  standpoint  of  safety  or 
effectiveness  beyond  the  variations  pro¬ 
vided  for  in  the  application  imless  he 
has  supplemented  the  application  by  fil¬ 
ing  with  the  Secretary  adequate  informa¬ 
tion  respecting  all  such  changes  and  un¬ 
less  there  is  in  effect  an  approval  of  the 
supplemental  application,  or  such 
changes  are  those  for  which  written  au¬ 
thorization  or  approval  is  not  required  as 
provided  for  in  9  514.8.  The  supple¬ 
mental  application  shall  be  treated  in 
the  same  manner  as  the  original  appli¬ 
cation. 

(3)  That  in  the  case  of  an  application 
for  use  of  a  new  animal  drug  approved  or 
deemed  approved  pursuant  to  section 
512(c)  of  the  act; 

(I)  Experience  or  scientific  data  show 
that  such  drug  l.s  unsafe  for  use  under 
the  conditions  of  use  upon  the  basis  of 
which  the  application  was  approved;  or 

(II)  New  evidence  not  contained  in 
.such' application  or  not  available  to  the 
Secretary  imti!  after  such  application 
was  approved,  or  tests  by  new  methods, 
or  tests  by  methods  not  deemed  reason¬ 
ably  applicable  when  such  application 
was  approved,  evaluated  together  with 
the  evidence  available  to  the  Secretary 
when  the  application  was  aoproved. 
shows  that  such  drug  is  not  shown  to 
be  safe  for  use  under  the  conditions  of 
use  upon  the  basis  of  which  the  appli¬ 
cation  was  approved  or  that  section  512 

(d)  (1)  (H)  of  the  act  applies  to  such 
drug:  or 

(lii)  On  the  basis  of  new  informa¬ 
tion  before  him  with  respect  to  such 
drug,  evaluated  together  with  the  evi¬ 
dence  available  to  him  when  the  applica¬ 
tion  was  approved,  there  is  a  lack  of 
substantial  evidence  that  such  drug  will 
have  the  effect  it  purports  or  is  repre¬ 
sented  to  have  imder  the  conditions  of 
use  prescribed,  recommended,  or  sug¬ 
gested  in  the  labeling  thereof. 

(c)  The  Commissioner  may  notify  in 
writing  the  person  holding  an  applica¬ 
tion  approved  pursuant  to  section  512(c) 
or  (m)  (2)  of  the  act  and  afford  an 
opportunity  for  a  hearing  on  a  proposal 


to  withdraw  approval  of  such  applica¬ 
tion  if  he  finds: 

(1)  That  the  applicant  has  failed  to 
establish  a  system  for  maintaining  re¬ 
quired  records,  or  has  repeatedly  or  de¬ 
liberately  failed  to  maintain  such  records 
or  to  make  required  reports  in  accord¬ 
ance  with  a  regulation  or  order  under 
section  512(1)  (1)  or  (m)(5)(A)  of  the 
act,  or  the  applicant  has  refused  to  l)er- 
mit  access  to,  or  copying,  or  verification 
of,  such  records  as  required  by  section 
512(1)  (2)  or  (m)(5)(B)  of  the  act;  or 

(2)  That  on  the  basis  of  new  informa¬ 
tion  before  him  evaluated  together  with 
the  evidence  before  him  when  the  im¬ 
plication  was  aimroved,  the  methods  used 
in,  or  the'  facilities  and  controls  used  for 
the  manufacture,  processing,  and  pcu:k- 
ing  of  such  drug  or  animal  feed  are  in¬ 
adequate  to  assure  and  preserve  its  iden¬ 
tity,  strength,  quality,  and  purity  and 
were  not  made  adequate  within  a  reason¬ 
able  time  after  receipt  of  written  notice 
from  the  Secretary  specifying  the  matter 
complained  of;  or 

(3)  That  on  the  basis  of  new  informa¬ 
tion  before  him,  evaluated  together  with 
the  evidence  before  him  when  the  appli¬ 
cation  was  approved,  the  labeling  of  such 
drug  or  animal  feed,  based  on  a  fair 
evaluation  of  all  material  facts,  is  false 
or  misleading  in  any  particular  and  was 
not  corrected  within  a  reasonable  time 
after  receipt  of  written  notice  from  the 
Secretary  specifying  the  matter  com¬ 
plained  of. 

(d)  Approval  of  an  application  pur¬ 
suant  to  section  512(c)  or  (m)(2) 
of  the  act  will  be  withdrawn  on  the 
basis  of  a  request  for  its  withdrawal 
submitted  in  writing  by  a  person  holding 
an  approved  new  animal  drug  application 
on  the  grounds  that  the  drug  subject  to 
such  application  is  no  longer  being  mar¬ 
keted  and  information  is  included  in  sup¬ 
port  of  this  finding,  provided  none  of  the 
conditions  cited  in  paragraphs  (a) .  (b) , 
and  (c)  of  this  secticm  pertain  to  tiie 
subject  drug.  A  written  request  for  such 
withdrawal  shall  be  construed  as  a 
waiver  of  the  opportunity  for  a  hearing 
as  otherwise  provided  for  in  this  section. 
Withdrawal  of  approval  of  an  applica¬ 
tion  under  the  provisions  of  this  para¬ 
graph  shall  be  without  prejudice. 

(e)  On  the  basis  of  the  withdrawal  of 
approval  of  an  application  for  a  new  ani¬ 
mal  drug  approved  piursuant  to  section 
512(c)  of  the  act,  the  regulation  pub¬ 
lished  pursuant  to  section  512(i)  of  the 
act  covering  the  conditions  of  use  of 
such  drug  as  provided  for  in  the  appli¬ 
cation  shall  be  revoked.  An  application 
providing  for  the  manufacture  of  animal 
feeds  bearing  or  containing  such  drug 
and  approved  pursuant  to  section  512(m) 
(2)  of  the  act  shall  be  deemed  as  with¬ 
drawn  upon  publication  in  the  Fxdkrai. 
Register  of  the  order  revoking  the  cor¬ 
responding  regulation. 

§  514.116  Notice  of  withdrawal  of  ap¬ 
proval  of  application. 

When  an  approval  of  an  application 
submitted  pursuant  to  section  512  of  the 
act  is  withdrawn  by  the  Commissioner,  be 
will  give  appropriate  public  notice  of  such 
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action  by  publication  in  the  Pdebal 
RaoiSTBa. 

§  514.120  Revocation  of  ord..r  refusing 
to  approve  an  application  or  sus* 
pending  or  withdrawing  approval  of 
an  application. 

The  Commissioner,  upon  his  own 
initiative  or  upon  request  of  an  appli¬ 
cant  stating  reasonable  grounds  therefor 
and  if  he  finds  that  the  facts  so  require, 
may  issue  an  order  approving  an  appli¬ 
cation  that  previously  has  had  its  ap¬ 
proval  refused,  suspended,  or  withdrawn. 

§  514.121  Service  of  notices  and  orders. 

All  notices  and  orders  under  this  Sub¬ 
chapter  E  and  section  512  of  the -act 
pertaining  to  new  animal  drug  applica¬ 
tions  shall  be  served : 

(a)  In  person  by  any  o£Bcer  or  em¬ 
ployee  of  the  Department  designated  by 
the  Commissioner;  or 

(b)  By  mailing  the  order  by  certified 
mall  addressed  to  the  aivlicant  or 
respondent  at  his  last  known  address  in 
tIM  records  of  the  Food  and  Drug 
Administration. 

§  514.150  Conditions  on  the  effective¬ 
ness  of  certificates  for  animal  drugs 
subject  to  section  512  (n)  of  the  act. 

(a)  A  certificate  shall  not  become 
effective: 

(1)  If  it  is  obtained  through  fraud  or 
through  misrepresentation  or  conceal¬ 
ment  of  a  material  fact ; 

(2)  With  respect  to  any  package  un¬ 
less  it  comidies  with  the  packaging  re- 
quironents,  if  any,  prescribed  by  the 
regulations  in  this  chapter  vdiich  were 
in  effect  on  the  date  of  the  certificate; 

(3)  With  respect  to  any  package  un¬ 
less  its  label  and  labeling  bear  all  words, 
statements,  and  other  information  re¬ 
quired  by  the  regulations  in  this  chap¬ 
ter;  or 

(4)  With  respect  to  any  package  of  a 
certifiable  antibiotic  drug  subject  to  the 
regulations  in  this  chapter,  when  it  is 
included  in  a  packaged  combination  with 
another  drug,  unless  such  other  drug 
complies  with  the  requirements  of  the 
regulations  in  this  chapter. 

(b)  A  certificate  shall  cease  to  be 
effective: 

(1)  With  respect  to  any  immediate 
container  after  the  expiration  date,  if 
any,  prescribed  by  the  regulations  in  this 
chapter; 

(2)  With  respect  to  any  immediate 
container  when  it  or  its  seal  (if  the  regu¬ 
lations  in  this  chapter  require  it  to  be 
sealed)  is  broken,  or  when  its  label  or 
labeling  is  altered,  mutilated,  destroyed, 
obliterated,  or  removed  in  whole  or  in 
part,  or  ceases  to  conform  to  any  labeling 
requirement  prescribed  by  the  regula¬ 
tions  in  this  chapter,  except  that: 

(i)  If  the  drug  in  such  container  is  re¬ 
packed  or  used  as  an  ingredient  in  the 
manufacture  of  another  dnig,  and  certi¬ 
fication  of  the  batch  thus  niade  is  re¬ 
quested,  such  certificate  shall  continue 
to  be  effective  for  a  reasonable  time  to 
permit  certification  or  destruction  of 
such  batch; 

(il)  If  the  drug  is  in  a  container  pack¬ 
aged  for  dispensing  and  is  used  in  com- 
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pounding  a  prescription  issued  by  a 
practitioner  licensed  by  law  to  admin¬ 
ister  such  drug,  such  certificate  shall 
continue  to  be  effective  for  a  reasonable 
time  to  permit  the  delivery  of  the  drug 
compounded  on  such  prescription;  or 

(iii)  If  its  label  or  labeling  is  removed 
in  whole  or  in  part  for  the  purpose  of 
relabeling  and  supplemental  certification 
of  the  relabeled  drug  is  requested,  as  pro¬ 
vided  by  S  433.12  of  this  chapter. 

(3)  With  respect  to  any  immediate 
container  of  penicillin  when  it  is  in¬ 
cluded  in  the  packaged  combination 
penicillin  with  aluminum  hydroxide  gel 
or  penicillin  with  a  vasoconstrictor,  or  to 
any  immediate  container  of  bacitracin 
when  it  is  included  in  the  packaged  com¬ 
bination  bacitracin  with  a  vasoconstric¬ 
tor,  except  that  when  certification  of  the 
batch  so  included  is  requested,  such  cer¬ 
tificate  shall  continue  to  be  effective  for 
a  reasonable  time  to  permit  certification 
of  such  batch  which  is  part  of  such  com¬ 
bination; 

(4)  With  respect  to  any  packsige  when 
the  drug  therein  fails  to  meet  the  stand¬ 
ards  of  identity,  strength,  quality,  and 
purity  which  were  in  effect  on  the  date  of 
the  certificate;  except  that  those  minor 
changes  which  occur  before  the  expira¬ 
tion  date  and  which  are  normal  and  un¬ 
avoidable  in  good  storage  and  distribu¬ 
tion  practice  shall  be  disregarded. 

(5)  With  respect  to  any  package  of  a 
certifiable  antibiotic  drug  subject  to  the 
regulations  in  this  chapter,,  included  in 
a  packaged  combination  with  another 
drug,  when  such  other  drug  fails  to  meet 
the  requirements  of  the  regulations  in 
this  chapter;  or 

(6)  With  respect  to  any  immediate 
container,  if  such  regulations  require  its 
labeling  to  bear  a  caution  against  dis¬ 
pensing  otherwise  than  on  prescription, 
at  the  beginning  of  the  act  of  dispensing 
or  offering  to  dispense  it  otherwise  than: 

(i)  By  a  practitioner  licensed  by  law 
to  administer  such  drug;  or 

(ii>  On  his  prescription  issued  in  his 
professional  practice. 

(Sec.  507.  59  Stat.  463  as  amended  (21  U.S.C. 
357).) 

§  514.155  Suspension  of  certification 
service  for  sponsors  of  animal  drugs. 

When  the  Commissioner  finds  that  a 
person  has: 

(a)  Obtained  or  attempted  to  obtain  a 
certificate  through  fraud  or  through  mis¬ 
representation  or  concealment  of  a  ma¬ 
terial  fact;  or 

(b)  Falsified  the  records  required  to 
be  kept  by  S  510.350  of  this  chapter;  or 

(c)  Failed  to  keep  such  records  or  to 
make  them  available,  or  to  accord  full 
opportunity  to  take  an  inventory  of 
stocks  on  hand,  or  otherwise  to  check  the 
correctness  of  such  records  as  required 
by  S  510.350  of  this  chapter;  or 

(d)  Failed  to  establish  a  system  for 
maintaining  the  records  required  by 
§  510.300  of  this  chapter  or  has  re¬ 
peatedly  or  deliberately  failed  to  main¬ 
tain  such  records  or  to  make  required 
reports  in  accordance  with  the  provisions 
of  that  section,  or  has  refused  to  permit 
access  to,  or  copsdng,  or  verification  of 
such  records  or  reports;  or 
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(e)  Failed  to  conform  to  the  require¬ 
ments  of  good  manufacturing  practice 
prescribed  by  Subchapter  C  of  this  chap¬ 
ter;  the  Commissioner  will  immediately 
suspend  service  to  such  person  under  the 
regulations  in  this  chapter.  Upon  re¬ 
quest  a  hearing  will  be  granted  to  such 
person  to  show  cause  why  such  service 
should  be  resumed. 

(Sec.  507,  59  Stat.  463  as  amended  (21  U.S.C. 
357).) 

§  514.160  Disposition  of  outdated  ani¬ 
mal  drugs  subject  to  section  512  (n) 
of  the  act. 

When  certification  becomes  invalid  be¬ 
cause  the  expiration  date  is  passed,  such 
articles  should  not  be  disposed  of  for 
drug  use  either  through  commercial  or 
charitable  channels  unless  the  articles 
have  been  assayed  to  establish  potency 
and  recertified. 

(Sec.  507,  59  Stat.  463  as  amended  (21  U.S.C. 
357).) 

Subpart  C — Hearing  Procedures 

§  514.200  Contents  of  notice  of  oppor¬ 
tunity  for  a  hearing. 

(a)  The  notice  to  the  applicant  of 
opportunity  for  a  hearing  on  a  proposal 
by  the  Commissioner  to  refuse  to  ap¬ 
prove  an  application  or  to  withdraw  the 
approval  of  an  application  will  specify 
the  grounds  upon  which  he  proposes  to 
issue  his  order.  On  request  of  the  appli¬ 
cant,  the  Commissioner  will  explain  the 
reasons  for  his  action.  The  notice  of  op¬ 
portunity  for  a  hearing  will  be  published 
in  the  Fidkrai.  Rboistsb  and  will  specify 
that  the  applicant  has  30  dasrs  after  is¬ 
suance  of  the  notice  within  which  he  is 
required  to  file  a  written  appearance 
electing  whether: 

( 1)  To  avail  himself  of  the  opportunity 
for  a  hearing;  or 

(2)  Not  to  avail  himself  of  the  oppor¬ 
tunity  for  a  hearing. 

(b)  If  the  applicant  elects  to  avail 
himself  of  the  opportunity  for  a  hearing, 
he  is  required  to  file  a  written  appesu*- 
ance  requesting  the  hearing  within  30 
days  after  the  publication  of  the  notice, 
giving  the  reason  why  the  application 
should  not  be  refused  or  should  not  be 
withdrawn,  together  with  a  well- 
organized  and  full-factual  analysis  of 
the  clinical  and  other  Investigational 
data  he  is  prepared  to  prove  in  support 
of  his  opp()sitlon  to  the  Commissioner’s 
proposal.  A  request  for  a  hearing  may  not 
rest  upon  mere  allegations  or  denials,  but 
must  set  forth  specific  facts  showing 
there  is  a  genuine  and  substantial  issue 
of  fact  that  requires  a  hearing.  When  it 
clearly- appears  from  the  data  in  the  ap¬ 
plication  and  from  the  reasons  and  a 
factual  analysis  in  the  request  for  the 
hearing  that  no  genuine  and  substan¬ 
tial  issue  of  fact  precludes  the  refusal 
to  approve  the  application  or  the  with¬ 
drawal  of  approval  of  the  application 
(for  example,  no  adequate  and  well- 
controlled  clinical  investigations  to  sup¬ 
port  the  claims  of  effectiveness  have  been 
identified) ,  the  Commissioner  will  enter 
an  order  on  this  data,  stating  his  find¬ 
ings  and  conclusions.  If  a  hearing  is  re¬ 
quested  and  is  Justified  by  the  applicant’s 
response  to  the  notice  of  opportunity  for 
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a  hearing,  the  issues  will  be  defined,  an 
Administrative  Law  Judge  will  be  named, 
and  he  shall  issue  a  written  notice  -of 
the  time  and  place  at  which  the  hearing 
will  commence.  In  the  case  of  denial  of 
approval,  such  time  shall  be  not  more 
than  90  days  after  the  expiration  of  such 
30  days  unless  the  Administrative  Law 
Judge  and  the  applicant  otherwise  agree; 
and,  in  the  case  of  withdrawal  of  ap¬ 
proval,  such  time  shall  be  as  soon  as 
practicable. 

(c)  The  hearing  will  be  open  to  the 
public;  however,  if  the  Commissioner 
finds  that  portions  of  the  applfcatlon 
which  serve  as  a  basis  for  the  hearing 
contain  information  concerning  a 
method  or  process  entitled  to  protection 
as  a  trade  secret,  the  part  of  the  hearing 
involving  such  portions  will  not  be  pub¬ 
lic,  unless  the  respondent  so  specifies  in 
his  appearance. 

§  514^201  Failure  to  file  an  appearance. 

If  the  applicant  falls  to  file  a  written 
appearance  in  answer  to  the  notice  of 
opportunity  for  a  hearing,  his  failure 
will  be  construed  as  an  election  not  to 
avail  himself  of  the  opportimity  for  the 
hearing,  and  the  Commissioner  without 
further  notice  may  enter  a  final  order. 

§  514.202  Appearance  of  applicant. 

If  the  applicant  elects  to  avail  him¬ 
self  of  the  opportunity  for  the  hearing, 
he  may  appear  In  person  or  by  counsel. 
If  the  applicant  desires  to  be  heard 
through  counsel,  the  counsel  will  file 
with  the  Administrative  Law  Judge  a 
written  appearance. 

§  514.203  Administrative  Law  Judge. 

The  hearing  will  be  conducted  by  an 
Administrative  Law  Judge  a^iointed  as 
provided  in  5  U.S.C.,  section  3105,  and 
designated  for  conducting  the  hearing. 
Any  such  designation  may  be  made  or 
revoked  by  the  Commissioner  at  any 
time.  Hearings  will  be  conducted  in  an 
informal  but  orderly  maimer  in  accord¬ 
ance  with  these  regulations  and  the 
requirements  of  the  administrative 
procedure  provisions  of  5  U.S.C.  The 
Administrative  Law  Judge  will  have  the 
power  to  administer  oaths  and  affirma¬ 
tions,  to  rule  upon  offers  of  proof  and 
the  admissibility  of  evidence,  to  receive 
relevant  evidence,  to  examine  witnesses, 
to  regulate  the  course  of  the  hearing,  to 
hold  conferences  for  the  simplification  of 
the  issues,  and  to  dispose  of  pro¬ 
cedural  requests,  but  will  not  have  the 
power  to  decide  any  motion  that  involves 
final  _  determination  of  the  merits  of 
the  proceeding. 

§  514.204  Prehearing  and  other  confer- 
encea. 

The  Administrative  Law  Judge,  on  his 
own  motion  or  on  the  motion  of  the  ap¬ 
plicant  or  the  Food  and  Drug  Adminis¬ 
tration,  may  direct  all  parties  or  their 
representatives  to  appear  at  a  specified 
time  and  place  for  a  conference  to 
consider: 

(a)  ITie  simplification  of  the  issues. 

(b)  The  possibility  of  obtaining 
stipulations,  admissions  of  facts,  and 
docmnents. 


(c)  The  limitation  of  the  number  of 
expert  witnesses.  ' 

(d)  The  scheduling  of  witnesses  to  be 
called. 

(e)  The  advance  submission  of  all 
documentary  evidence. 

(f)  Such  other  matters  as  may  aid  in 
the  disposition  of  the  proceeding. 

The  Administrative  Law  Judge  shall 
make  an  order:  Reciting  the  action  taken 
at  the  conference,  the  agreements  made 
by  the  parties  or  their  representatives, 
and  the  schedule  of  witnesses  for  the 
hearing;  and  limiting  the  issues  for  the 
hearing  to  those  not  disposed  of  by  ad¬ 
missions  or  agreements.  SUch  order  will 
Control  the  subsequent  course  of  the  pro¬ 
ceeding  unless  modified  for  good  cause 
by  subsequent  order.  The  Administrative 
Law  Judge  may  also  direct  all  parties 
and  their  representatives  to  appear  at 
conferences  at  any  time  during  the  hear¬ 
ing  with  a  view  to  simplifying,  clarifsrlng, 
or  shortening  the  hearing. 

§  514.205  Transcript  of  testimony. 

Testimony  giv^  at  a  hearing  shall  be 
reported  verbatim.  All  written  state¬ 
ments,  charts,  tabulations,  and  similar 
data  offered  in  evidence  at  the  hearing 
shall  be  marked  for  identification  and, 
upon  a  showing  satisfactory  to  the  Ad¬ 
ministrative  Law  Judge  of  their  authen¬ 
ticity,  relevancy,  and  materiality,  shall 
be  received  in  evidence  subject  to  the 
provisions  of  5  U.S.C.  556(d) .  Exhibits 
shall,  if  practicable,  be  submitted  in 
quintuplicate.  In  case  the  required  niun- 
ber  of  copies  are  not  made  available,  the 
Administrative  Law  Judge  shall  exercise 
his  discretion  as  to  whether  said  exhibit 
shall  be  read  in  evldMice  or  whether  ad¬ 
ditional  copies  shall  be  required  to  be 
submitted  within  a  time  to  be  specified 
by  the  Administrative  Law  Judge.  Where 
the  testimony  of  a  witness  refers  to  a 
statute,  report,  or  document,  the  Admin¬ 
istrative  Law  Judge  shall,  after  inquiry 
relating  to  the  identification  of  such 
statute,  report,  or  document,  determine 
whether  the  same  shall  be  produced  at 
the  hearing  and  physically  be  made  a 
part  of  the  evidence  or  shall  be  incor¬ 
porated  in  the  record  by  reference. 
Where  relevant  and  material  matter  of¬ 
fered  in  evidence  is  embraced  in  a  report 
or  document  containing  immaterial 
and  irrelevant  matter,  such  immaterial 
and  irrelevant  matter  shall  be  excluded 
and  shall  be  segregated  insofar  as  practi¬ 
cable,  subject  to  the  direction  of  the  Ad¬ 
ministrative  Law  Judge. 

§  514.206  Oral  and  written  arguments. 

(a)  Unless  the  Administrative  Law 
Judge  shall  issue  an  announcement  at 
the  hearing  authorizing  oral  argiunent 
before  him,  it  shall  not  be  permitted. 

(b)  The  Administrative  Law  Judge 
shall  annoimce  at  the  hearing  a  reason¬ 
able  period  within  which  the  parties  or 
their  representatives  may  file  written 
arguments  based  solely  upon  the  evidence 
received  at  the  hearing,  citing  the  pages 
of  the  transcript  of  the  testimony  or  of 
properly  identified  exhibits  where  such 
evidence  occurs. 


§  514.210  Hearing  procedure,  animal 
drugs. 

Hearings  held  pursuant  to  S  514.155 
will  be  conducted  in  accordance  with  the 
rules  provided  in  this  Part. 

(Sec.  607,  59  Stat.  463  as  amended  (21 
U.S.C.  367).) 

Subpart  D— Evidence 

§  514.220  Submission  of  documentary 
evidence  in  advance. 

(a)  All  documentary  evidence  to  be  of¬ 
fered  at  the  hearing  shall  be  submitted 
to  the  Administrative  Law  Judge  and  to 
the  parties  sufficiently  in  advance  of  the 
offer  of  such  documentary  evidence  for 
introduction  into  the  record  to  permit 
study  and  preparation  of  cross-examina¬ 
tion  and  rebuttal  evidence. 

(b)  The  Administrative  Law  Judge 
after  consultation  with  the  parties  at  a 
conference  called  in  accordance  with 
3  514.204  shall  make  an  order  specifying 
the  time  at  which  documentary  evidence 
shall  be  submitted.  He  shall  also  specify 
in  his  order  the  time  within  which  ob¬ 
jections  to  the  authenticity  of  such  doc¬ 
uments  must  be  made  to  comply  with 
paragraph  (d)  of  this  section. 

(c)  Documentary  evidence  not  sub¬ 
mitted  in  advance  in  accordance  with  the 
requirements  of  paragraphs  (a)  and  (b) 
of  this  section  shall  not  be  received  in 
evidmce  in  the  absence  of  a  clear  show¬ 
ing  that  the  offering  party  had  good 
cause  for  his  failure  to  produce  the  evi¬ 
dence  sooner. 

(d)  The  authenticity  of  all  documents 
submitted  in  advance  shall  be  deemed  ad¬ 
mitted  unless  written  objection  thereto 
is  filed  with  the  hearing  examiner  upon 
notice  to  the  other  parties  witliin  the 
time  specified  by  the  Administrative  Law 
Judge  in  accordance  with  paragraph  (b) 
of  this  section,  except  that  a  party  will 
be  permitted  to  challenge  such  authen¬ 
ticity  at  a  later  time  upon  a  clear  show¬ 
ing  of  good  cause  for  failure  to  have  filed 
such  written  objection. 

§  514.221  Excerpts  from  documentary 
evidence. 

When  only  portions  of  a  dociunent  are 
to  be  relied  upon,  the  offering  party  shall 
prepare  the  pertinent  excerpts,  ade¬ 
quately  identified,  and  shall  supply  copies 
of  such  excerpts,  together  with  a  state¬ 
ment  indicating  the  purpose  for  which 
such  materials  will  be  offered,  to  the 
Administrative  Law  Judge  and  to  the 
other  parties.  Only  th^  excerpts  so  pre¬ 
pared  and  submitted  shall  be  received 
in  the  record;  however,  the  whole  of  the 
original  document  shall  be  made  avail-' 
able  for  examination  and  for  use  by 
opposing  counsel  for  purposes  of  cross- 
examination. 

§  514.222  Submission  and  receipt  of 
evidence. 

(a)  Each  witness,  before  proceeding  to 
testify,  shall  be  sworn  or  make 
affirmation. 

(b)  When  necessary  in  order  to  pre¬ 
vent  undue  prolongation  of  the  hearing, 
the  Administrative  Law  Judge  may  limit 
the  number  of  times  any  witness  may 
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testify,  the  repetitious  examination  and 
cross-examination  of  witnesses,  or  the 
amount  of  corroborative  or  cumulative 
evidence. 

(c)  The  Administrative  Law  Judge 
shall  admit  only  evidence  that  is  rele¬ 
vant,  material,  and  not  unduly  repeti¬ 
tious. 

(d)  Opinion  evidence  shall  be  admitted 
when  the  Administrative  Law  Judge  is 
satisfied  that  the  witness  is  properly 
qualified. 

(e)  If  any  person  objects  to  the  ad¬ 
mission  or  rejection  of  any  evidence,  or 
other  Umitation  of  the  scope  of  any  ex¬ 
amination  or  cross-enmination,  he  shall 
state  iniefly  the  grounds  for  such  ob- 
Jection.  and  tte  transcript  shall  not  in¬ 
clude  extended  argument  or  debate 
thereon  except  as  ordered  by  the  Admin¬ 
istrative  Law  Judge.  A  ruling  on  any  such 
objection,  together  with  such  offer  of 
proof  as  has  been  made,  shall  be  a  part 
of  the  transcript. 

Subpart  E — Findings  of  Facts  and  Order 

^  514.230  Tentative  order. 

The  Administrative  Law  Judge  within 
a  reasonable  time  shall  pr^iare  tenta¬ 
tive  findings  of  fact  and  a  tmtative  or¬ 
der,  which  -shall  be  served  upon  the  ap¬ 
plicant  and  the  Pood  and  Ihnig  Admin¬ 
istration  or  sent  to  them  by  certified 
mail.  If  no  exertions  are  taken  to  the 
tentative  order  within  20  days  or  siich 
other  time  specified  in  such  order,  that 
order  shall  become  final  in  accordance 
with  §  514.232. 

§  514.231  Exceptions  to  the  tentative 
order. 

Within  20  days  or  such  other  time 
specified  in  the  tentative  order,  the  appli¬ 
cant  or  the  Food  and  Drug  Administra¬ 
tion  may  transmit  exceptions  to  the 
Administrative  Law  Judge,  together  with 
any  briefs  or  argument  in  support 
thoieof.  If  exception-  is  taken  to  any 
tentative  findings  of  fact,  reference  must 
be  made  to  the  pages  or  parts  of  the 
record  relied  upon,  and  a  corrected  find¬ 
ing  of  fact  must  be  submitted.  The  appli¬ 
cant,  if  he  files  exceptions,  shall  state  in 
writing  whether  he  desires  to  make  an 
oral  argmnent. 

§  514.232  Issuance  of  final  order. 

Within  a  reasonable  time  after  the 
filing  of  exceptions  (if  any) .  or  after  oral 
argument  (if  such  argument  is  re¬ 
quested).  the  Commissioner  shall  issue 
^e  final  order  in  the  proceeding.  The 
order  will  include  the  findings  of  fact 
upon  which  it  is  based. 

Subpart  F — Judicial  Review 

§  514.235  Judicial  review. 

The  General  Counsel  of  the  Depart¬ 
ment  of  Health,  Eklucation,  and  Welfare 
is  hereby  designated  as  the  officer  upon 
whom  copies  of  petitions  for  judicial  re¬ 
view  shall  be  served.  Such  officer  shall  be 
responsible  for  filing  in  the  court  a  tran¬ 
script  of  proceedings  and  the  record  on 
which  the  final  orders  were  bsised.  The 
transcript  and  record  shall  be  certified  by 
the  Commissioner. 


PART  520— ORAL  DOSAGE  FORM  NEW 
ANIMAL  DRUGS  NOT  SUBJECT  TO 
CERTIFICATION 

Sec. 

520.23  Acepromazine  maleate  tablets. 

520.44  Acetazolamide  sodiiim  soluble 
powder. 

620.62  Amln(H>entamlde  hydrogen  sul¬ 
phate  tablets. 

53032  Aminopropazlne  futnaraite  oral 
dosage  forms. 

520.82a  Aminopropazlne  fumarate  tablets. 
520.82b  Aminopropazlne  fumarate,  neomy¬ 
cin  sulfate  tablets. 

520.100  Amprollum  oral  dosage  forms. 
520.100a  Amprollum  drlnUng  water. 

520.1(X)b  Amprollum  drench. 

520.120  Anthelln  tablets. 

520.182  Blcyclohexylammonlum  fumagll- 
1th. 

520.222  Bunamidlne  hydrochloride. 

520340  Butonate  liquid. 

530.260  n-Butyl  chloride  capsules. 

520.300  Cambendazole  siispenslon. 

530.420  Chlorothtazlde  tablets. 

520.443  Chlorpromazine  hydrochloride. 
530.500  Coumaphos  crumbles. 

520.540  Dexamethasone  oral  dosage  forms. 
530.540a  Dexamethasone  powder. 

530.540b  Dexamethasone  bolus. 

530.580  Dichlorophene  and  toluene  cap¬ 
sules. 

520.600  Dichlorvos. 

520.620  Diethylcarbamazlne. 

530.622  Diethylcarbamazlne  citrate  oral 
dosage  forms. 

530.622a  Diethylcarbamazlne  citrate  tab¬ 
lets. 

S20.623b  Diethylcarbamazlne  citrate  syrup. 
530.680  Dlmetrldazole  oral  dosage  forms. 
530.680a  Dlmetrldazole  drinking  water. 
530.680b  Dlmetrldazole  tablets. 

530.704  Dlphenylhydantoln  sodium  cap¬ 
sules. 

530.763  Dlthlazanlne  Iodide  oral  dosage 
forms. 

530.763a  Dlthlazanlne  Iodide  tablets. 
520.783b  Dlthlazanlne  Iodide  powder. 
520.784  .  Doxylamlne  succinate  tablets. 

520B23  Erythromcyln  phosphate. 

520.863  Bthyllsobutrazlne  hydrochloride 
tablets. 

520.1100  Orlae<rfulvln. 

520.1 130  Haloxon  oral  dosage  forms. 
520.1130a  Haloxcm  drench. 

520.1120b  Haloxon  boluses. 

630.1163  ilpronldazole  hydrochloride  sol- 
/  uble  powder. 

530.1304  Kfmamycln  sulfate,  amlno-pen- 
tamlde  hydrogen  sulfate* 
pectin,  bismuth  subcarbonate, 
activated  attapulgite  oral. 
520.1242  Levamisole  hydrochloride  oral 
dosage  forms. 

520.1342a  Levamisole  hydrochloride  drench 
and  drinking  water. 

520.1242b  Levamisole  hydrochloride  tablet 
or  oblet  (bolus) . 

520.1263  Lincomycin  hydrochloride  mono¬ 
hydrate  oral  dosage  forms. 
530.1263s  Lincomycin  hydrochloride  mono¬ 
hydrate  tablets. 

630.1263b  Lincomycin  hydrochloride  mono¬ 
hydrate  and  spectinomycln  sul¬ 
fate  tetrahydrate  soluble  pow¬ 
der. 

520.1284  Sodium  liothyronlne  tablets. 
520.1320  Mebendazole  oral. 

520.1341  Megestrol  acetate  tablets. 

520.1362  Meglumine  diatrlzoate  and  sodium 
diatrlzoate  oral  solution. 
520.1380  Methocarbamol  tablets. 

520.1422  Metoserpate  hydrochloride. 
520.1520  Niclosamide  tablets. 

620.1540  Nltrodan. 

520.1660  Oxytetracycllne. 


Sec. 

520.1660s  Oxytetracycllne  and  carbomyeln  In 
combination. 

520.1660b  Qx3rtetracycllne  hydrochloride  cap¬ 
sules. 

620.1720  Phenylbutazone  oral  dosage  forms. 

520.1720a  Phenylbutazone  tablets  and  bolu¬ 
ses. 

520.1720b  Phenylbutazone  granules. 

520.1760  Phthalofyne  tablets. 

520.1780  Plperacetazine  tablets. 

520.1801  Piperazine  adipate. 

520.1802  Plperazlne-carbon  disulfide  com¬ 

plex  with  phenothlazlne. 

520.1803  Piperazine  citrate  capsules. 

520.1840  Poloxalene. 

520.1900  Primidone  tablets. 

520.1020  Prochlorperazine,  Isopropamlde 
sustained  release  capsules. 

520.1962  Promazine  hydrochloride. 

520.2002  PK^lopromazlne  hydrochloride. 

520.2022  Protokylol  hydrochloride  tablets. 

520.2043  P3rrantel  pamoate  suspension. 

530.2045  Pyrantel  tartrate  powder;  pirran^el 
tartrate  pellets. 

520.2080  Ronnel. 

520.2100  Selenium,  vitamin  E  capsules. 

520.3122  £^>ectlnomycln  dihydrochloride 
oral  solution. 

530.2123  Spectinomycln  dihydrochloride 
pentabydrate  oral  dosage  forms. 

520.2123a  Spectinomycln  dihydrochloride 
•  pentahydrate  tablets. 

5202123b  Spectinomycln  dihydrochlorlde 
pentahydrate  soluble  powder. 

520.2160  Styrylpyrldlnlum,  dlethylcarbama- 
zlne  tablets. 

520.2162  Styrlpyrldmium  chloride,  dlethyl- 
caibemazlne  (as  base) . 

5202184  Sodium  sulfachlort^yrazlne  mono¬ 
hydrate. 

520.2200  Sulfachlorpyrldazlne  oral  dosage 
forms. 

630.2200a  Sulfachlorpyrldazlne,  boliu. 

630.2300b  Sulfachlorpyrldazlne  medicated 
zailk  and  drinking  water. 

530.3330  Sulfadimethoxlne  oral  dosage 

forms. 

530.2820a  Sulfadimethoxlne  drinking  water 
and  drench. 

5202220b  Sulfadimethoxlne  tablets  and 
boluses. 

620.2220c  Sulfadimethoxlne  oral  suspen¬ 
sion. 

520.2240  Bulfaetboxypyrldazlne. 

520.2240a  Sulfaethoxypyrldazlne  drinking 
water. 

5302340b  Sulfaethoxynyrldazlne  tablets. 

520.2260  Sulfamethazine  tablets  and  bolus. 

5202280  Sulfamethlzole  and  methenamine 
mandelate  tablets. 

5302800  Sulfamethoxypyrldazine  tablets. 

520.2301  Acetyl  sulfamethoxyprldazine  oral 
suspension. 

520.3330  Sulfanltran  and  aklmnlde  In  com¬ 
bination. 

520.2362  Thenlum  cloeylate  tablets. 

520.2380  Thiabendazole  oral  dosage  forms. 

520.2380a  Thiabendazole  top  dressing  and 
mineral  proton  feed  block. 

520.2380b  Thiabendazole  drench  or  oral 
paste. 

520.2380c  Thiabendazole  bolus. 

520.3380d  Thiabendazole,  piperazine  citrate 
su^nslon. 

5302460  Tlcarbodlne  oral  dosage  forms. 

520.2460a  Tlcarbodlne  tablets. 

520.2460b  Tlcarbodlne  capsules. 

520.2480  Triamcinolone  tablets. 

520.2481  Triamcinolone  acetonide  tablets. 

520.2620  Trlchlorfon  csral  dosage  forms. 

520.2520a  Trlchlorfon  oral. 

.'>20.2620b  Trlchlorfon  and  atropine. 

520.2560  Trlfluomeprazlne  tablets. 

520.2583  Trlflupromazlne  hydrochloride 
tablets. 

620.2604  Trlmeprazlne  tartrate  and  prednis¬ 
olone  tablets. 

520.2640  Tylosln. 
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Authoutt:  Sec.  513(1),  82  Stat.  347  (21 
U.S.C.  360b(l)). 

§  520.23  Acepromazine  maleate  tablets. 

(a)  Chemical  name.  [10-[3-(Diinethyl- 
amlno)  propyl]  phenothla8ln-2-yl- 
methyl  ketonel  maleate. 

(b)  Specifications.  Each  tablet  cod> 
tains  either  10  or  25  milligrams  of  ace- 
promazine  maleate. 

(c)  Sponsor.  See  No.  000046  in 
S  510.600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug  is 
used  as  a  tranquilizer  in  dogs  and  cats. 

(2)  The  drug  is  administered  orally  to 
dogs  at  a  dosage  level  of  0.25  to  1.0  milli¬ 
gram  of  acepromazine  maleate  per 
pound  of  body  weight  and  to  cats  at  a 
dosage  level  of  0.5  to  1.0  milligram  of 
acepromazine  maleate  per  poimd  of  body 
weight.  Dosage  may  be  repeated  as  re¬ 
quired. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  wder  of  a  licensed  vet¬ 
erinarian. 

§  520.44  Acetaztdamide  sodium  soluble 
powder. 

(a)  Specifications.  Tlie  drug  is  in  a 
powder  form  containing  acetazolamide 
sodium.  USP  equivalent  to  25  percent 
acetazolamide  activity. 

(b)  Sponsor.  See  No.  010042  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
in  dogs  as  an  aid  in  the  treatment  of  mild 
congestive  heart  failure  and  for  rapid 
reduction  of  intraocular  pressure. 

(2)  It  is  administered  orally  at  a  dos¬ 
age  level  of  5  to  15  milligrams  per  pound 
of  bo^  weight  daily. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.62  AminopenUunide  hydrogen  sul¬ 
phate  tablets.  • 

(a)  Chemical  name.  4-(Dimethyla- 
mino)-2.2-diphenylvala*amlde  hydrogen 
sulfate. 

(b)  Specifications.  Each  tablet  con¬ 
tains  0.2  milligram  of  the  drug. 

(c)  Sponsor.  See  IJo.  000015  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  Is  In¬ 
tended  for  use  in  dogs  and  cats  only  for 
the  treatment  of  vomiting  and/or  diar¬ 
rhea.  nausea,  acute  abdominal  visceral 
spasm,  pylorospasm,  or  hsmertrophic 
gastritis. 

Non:  Not  for  use  In  aninuds  with  glau¬ 
coma  because  of  the  oocurrenoe  of  mydrlaslB. 

(2)  Dosage  is  administered  by  oral 
tablet  every  8  to  12  hours,  as  follows: 


Dosage  in 

Weight  of  animal  In  pounds:  milligrams 

Up  to  10 .  0.1 

iitoao -  oa 

21  to  60 - os 

SltolOO _  0.4 

Over  100 . 0.8 


Dosage  may  be  gradually  increased  up  to 
a  maximum  of  five  times  the  suggested 
dosage.  Oral  administration  of  tablets 
may  be  preceded  by  subcutaneous  or  in¬ 
tramuscular  use  of  the  injectable  form 
of  the  drug. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 


§  520.82  Atninopropazine  fumarate  oral 
dosage  forms. 

§  520.82a  Aminoprc^azine  fumarate 
tablets. 

(a)  Specifications.  The  drug  is  in  tab¬ 
let  form.  Each  tablet  contains  aminopro- 
pazine  fumarate  equivalent  to  25  milli¬ 
grams  of  amlnopropazine  base. 

(b)  Sponsor.  See  No.  017220  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs  and  cats  for  reducing  ex¬ 
cessive  smooth  muscle  contractions,  such 
as  occur  in  urethral  spasms  associated 
with  urolithiasis. 

(2)  It  is  administered  at  a  dosage  level 
of  1  to  2  milligrams  per  pound  of  body 
weight.  The  dosage  can  be  repeated  every 
12  hours,  as  indicated. 

(3)  Not  for  use  in  animals  intended 
tor  food  purposes. 

(4)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.82b  Aminopn^azine  fumarate, 
neomycin  sulfate  tablets. 

(a)  Specifications.  The  drug  is  in  tab¬ 
let  form.  Each  tablet  contains  both  ami- 
nopropazine  fumarate  equivalent  to  25 
milligrams  of  amlnopropazine  base  and 
neomycin  sulfate  equivalent  to  50  milli¬ 
grams  of  neomycin  base. 

(b)  Sponsor.  See  No.  017220  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs  to  control  bacterial  diar- 

■  rhea  caused  by  organisms  susceptible  to 
neomycin  and  to  reduce  smooth  muscle 
contractions. 

(2)  It  is  administered  at  a  dosage 
levd  of  one  to  two  tablets  per  10  pcnmds 
of  body  welgdit  twice  daily  for  3  days. 

(3)  Federal  law  restricts  this  drug  to 

■  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  5M.100  Amprolium  oral  dosage 
forms. 

§  520.100a  Amprolium  drinking  water. 

(a)  Chemical  name.  l-(4-Amino-2-n- 
propyl  -5-  pyrlmidinylmethyl)  -2-  pi- 
colinlum  chloride  hydrochloride. 

(b)  Sponsor.  See  No.  000006  in  9  510.600 

(c)  of  this  chapter. 

(c)  Related  tolerances.  See  9  556.50  of 
this  chapter. 

(d)  Conditions  of  use.  It  is  used  in 
drinking  water  as  follows: 

(1)  Chickens  and  turkeys — (i) 
Amount.  20  percent  soluble  powder. 

(il)  Indications  for  use.  Treatment  of 
coccidiosis. 

.  (ill)  Limitations.  Administer  at  the 
0.012  percent  level  in  drinking  water  as 
soon  as  coccidiosis  is  diagnosed  and  con¬ 
tinue  for  from  3  to  5  days  (in  severe  out¬ 
breaks,  give  amprolium  at  the  0.024  per¬ 
cent  level) ;  continue  with  0.006  percent 
amprolium-medicated  water  for  an  addi¬ 
tional  1  to  2  weeks;  no  other  source  o( 
drinking  water  should  be  available  to  the 
birds  during  this  time;  as  sole  source  of 
amprolium. 

(2)  Calves — (i)  Amount.  9.6  percent 
solution  or  20  percent  soluble  powder. 

(a)  Indicatioris  for  use.  As  an  aid  in 
the  treatment  of  coccidiosis  caused  by 
Eimeria  bovis  and  E.  zurnii. 


(b)  Limitations.  Add  16  fluid  ounces  of 
the  9.6  percent  solution  to  each  100  gal¬ 
lons  of  drinking  water;  or  4  oimces  of 
the  soluble  poWder  to  each  50  gallons  of 
drinking  water;  at  the  usual  rate  of  wa¬ 
ter  consumption,  this  will  provide  an  in¬ 
take  of  approximately  10  milligrams  per 
kilogram  (2.2  pounds)  of  body  weight; 
offer  this  solution  as  the  only  soim:e  of 
water  for  5  days;  for  a  satisfactory  diag¬ 
nosis.  a  microscopic  examination  of  the 
feces  should  be  done  by  a  veterinarian 
or  diagnostic  laboratory  before  treat¬ 
ment;  when  treating  outbreaks,  the  drug 
should  be  administered  promptly  after 
diagnosis  is  determined;  withdraw  24 
hours  before  slaughter. 

(il)  Amount.  9.6  percent  solution  or 
20  percent  soluble  powder. 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused 
Eimeria  bovis  and  E.  zumii. 

(b)  Limitations.  Add  8  fluid  ounces 
of  the  9.6  percent  solution  or  4  ounces  of 
the  20  percent  soluble  powder  to  each  100 
gallons  of  drinking  water;  at  the  iisual 
rate  of  water  consumption,  this  will  pro¬ 
vide  an  intake  of  approximately  5  milli¬ 
grams  per  kilogram  (2.2  pounds)  of  body 
weight;  offer  this  solution  as  the  only 
source  of  water  for  21  days  during  pe¬ 
riods  of  exposure  or  when  experience  in¬ 
dicates  that  coccidiosis  is  likely  to  be  a 
hazard;  withdraw  24  hours  before 
slaughter. 

§  520.100b  Amprolium  drench. 

(a)  Chemical  name.  l-(4-Amino-2-n- 
propyl  -5-  pyrimidinylmethyl)  -2-  pi- 
collnium  chloride  hydrochloride. 

(b)  Sponsor.  See  No.  000006  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  9  556.50  of 
this  chapter. 

(d)  Conditions  of  use.  It  is  used  for 
calves  as  follows: 

(1)  Amount.  6.6  percent  solution  or  20 
percent  soluble  powder. 

(1)  Indications  for  use.  As  an  aid  in 
the  treatmoit  of  coccidiosis  caused  by 
Eimeria  bovis  cmd  E.  zurnii. 

(ii)  Limitations.  Add  3  fluid  ounces  of 
the  9.6  percent  solution  to  1  pint  of  water 
or  3  ounces  of  the  20  percent  soluble 
powder  to  each  quart  of  water  and  with 
a  dose  syringe  administer  1  fluid  ounce 
of  this  solution  for  each  100  pounds  of 
body  weight;  this  will  provide  a  dose  of 
approximately  10  milligrams  per  kilo¬ 
gram  (2.2  pounds)  of  body  weight;  ad¬ 
minister  daily  for  5  days;  for  a  satis¬ 
factory  diagnosis,  a  microscopic  ex¬ 
amination  of  the  feces  should  be  done 
by  a  veterinarian  or  diagnostic  labora¬ 
tory  before  treatment;  when  treating 
outbreaks,  the  drug  should  be  adminis¬ 
tered  promptly  after  diagnosis  is  deter¬ 
mined;  withdraw  24  hours  before 
slaughter. 

(2)  Amount.  9.6  percent  solution  or 
20  percent  soluble  powder. 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
Eimeria  bovis  and  E.  zurnii. 

(ii)  Limitations.  Add  IV2  fluid  ounces 
of  the  9.6  percent  solution  to  1  pint  of 
water  or  IMi  oimces  of  the  20  percent 
soluble  powder  to  each  quart  of  water 
and  with  a  dose  syringe  administer  1 
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fluid  ounce  of  this  solution  for  each  100 
pounds  of  body  weight;  this  will  provide 
a  dose  of  approximately  5  milligrams  per 
kilogram  (2.2  pounds)  of  body  weight; 
administer  daily  for  21  days  during 
periods  of  exposure  or  when  experience 
indicates  that  coccidiosis  is  likely  to.be 
a  hazard;  withdraw  24  hours  before 
slaughter. 

§  520.120  Anthelin  tablets. 

(a)  Specifications.  Anthelin  tablets 
contain  anthelin  as  the  active  ingredient. 

(b)  Sponsor.  See  No.  017220  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  for  the  removal  of  tapeworms 
(Taenia  and  Dipylidium  spp.)  from  dogs. 

(2)  The  tablets  are  administered 
orally  to  dogs  at  a  dosage  level  of  4.7 
milligrams  of  anthelin  per  pound  of  body 
weight  up  to  a  maximum  dosage  of  211.5 
milligrams  of  anthelin  for  dogs  45 
pounds  or  over.  Only  milk  is  fed  24  hours 
prior  to  treatment.  The  dosage  is  re¬ 
peated  in  one  week  if  indicated. 

(3)  Do  not  administer  to  sick,  fever¬ 
ish,  weak  or  undernourished  dogs.  De¬ 
pression,  nausea,  vomiting  and  colic  are 
signs  of  overdosage.  If  vomiting  is  a 
problem,  a  light  feeding  within  1  hour 
after  administering  the  drug  is  recom¬ 
mended.  If  no  catharsis  occurs  within 
3  hours  an  enema  will  facilitate  passage 
of  Isurge  masses  of  tapeworms.  Exigs  may 
be  fed  their  normal  ration  4  to  8  hours 
after  medication. 

§  520.182  Bicyclohexylammonium  fu- 
magillin. 

(a)  Specifications.  The  drug  Is  a  soluble 
powder  containing  bicyclohexylammo- 
nium  fumagillin  and  appropriate  phos¬ 
phate  buffers. 

(b)  Sponsor.  See  No.  043731  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  for  the  prevention  of  nosema  in 
honey  bees. 

(2)  It  is  administered  usually  In  a  2:1 
sugar  sirup  containing  a  concentration 
of  from  75  to  100  milligrams  of  fumagil¬ 
lin  activity  per  gallon  of  sugar  sirup. 

(3)  Colonies  used  for  package  produc¬ 
tion  should  be  fed  medicated  sirup  as  a 
principal  food  supply  for  a  month  prior 
to  stocking  nuclei  or  shaking  packages 
for  market. 

(4)  The  medicated  sirup  should  not  be 
fed  immediately  before  or  during  the 
honey  flow. 

§  520.222  Bunamidine  hydrochloride. 

(a)  Chemical  name.  N.N-Dlbutyl-4- 
(hexyloxy)  -1-naphthamidine  hydrochlo¬ 
ride. 

(b)  Specifications.  The  drug  is  an  oral 
tablet  containing  bunamidine  hydro¬ 
chloride. 

(c)  Sponsor.  See  No.  011492  in  §  510.- 
600(c)  of  thh>  chapter. 

(d)  Conditions  of  use.  (1)  Ihe  drug  is 
intended  for  oral  administration  to  dogs 
for  the  treatment  of  the  tapeworms 
Dipylidium  caninum  and  Taenia  pisi- 
formis  and  to  cats  for  the  treatment  of 
the  tapeworms  Dipylidium  caninum  and 
Taenia  taeniaeformis. 
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(2)  It  is  administered  to  cats  and  dogs 
at  the  rate  of  25  to  50  milligrams  per 
kilogram  of  body  weight.  The  drug  should 
be  given  on  an  empty  stomach  and  food 
should  not  be  given  for  3  hours  following 
treatment. 

(3)  Tablets  should  not  be  crushed, 
mixed  with  food,  or  dissolved  in  liquid. 
Repeat  treatments  should  not  be  given 
within  14  days.  The  drug  should  not  be 
given  to  male  dogs  within  28  days  prior 
to  their  use  for  breeding.  Do  not  admin¬ 
ister  to  dogs  or  cats  having  known  heart 
conditions. 

(4)  For  use  only  by  ot  on  the  order 
of  a  licensed  veterinarian.* 

§  520.240  Bulonate  liquid. 

(a)  Chemical  name.  O.O-Dimethyl 
(2.2,2-trichloro-l-n-butyryl  oxyethyl) 
l^osphonate. 

(b)  Specifications,  Butonate  liquid 
veterinary  contains  13  percent  butonate 
by  weight  in  a  suitable  base. 

(c)  Sponsor.  See  No.  011536  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  used 
in  horses  other  than  foals  (sucklings 
and  young  weanlings)  for  the  removsd 
and  control  of  bots  (GastrophUus  in- 
testinalis.  G.  nasalis)  and  ascarids 
(Parascaris  eouorum). 

(2)  It  is  administered  by  a  stomach 
tube  at  a  dosage  level  of  1  fluid  ounce 
per  200  pounds  of  body  weight.  The 
dose  is  emulsified  in  a  convenient  amount 
of  water  (14  to  2  pints)  at  the  time  of 
treatment  before  administration. 

(3)  The  drug  should  not  be  given  to 
horses  which  are  severely  debilitated,  suf¬ 
fering  from  diarrhea  or  severe  constipa¬ 
tion.  Infectious  disease,  toxemia  or  colic 
until  such  conditions  are  corrected  with 
proper  therapy. 

(4)  This  drug  is  a  cholinesterase  in¬ 
hibitor.  Do  not  use  this  drug  in  animals 
simultaneously  or  within  a  few  days 
before  or  after  treatment  with  or  ex¬ 
posure  to  cholinesterase-inhibiting  drugs, 
pesticides  or  chemicals. 

(5)  Not  for  use  in  horses  intended  for 
food. 

(6)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.260  n>Butyl  chloride  caspules. 

(a)(1)  Specifications.  n-Butyl  chlo¬ 
ride  capsules,  veterinary  contain  272 
milligrams  or  816  milligrams  of  n-butyl 
chloride  in  each  capsule. 

(2)  Sponsor.  See  No.  000031  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used  for 
the  removal  of  ascarids  (Toxocara  canis 
and  Toxascaris  leonina)  and  hookworms 
(Ancylostoma  caninum,  Ancylostoma 
brazUiense,  and  Uncinaria  stenocephala) 
from  dogs  and  of  the  ascarid  (Toxocara 
cati)  and  hookworm  (Ancylostoma  tu- 
bae forme)  from  cats. 

(ii)  (a)  Animals  should  not  be  fed  for 
18  to  24  hours  before  being  given  the 
drug.  .Puppies  and  kittens  should  be 
wormed  at  6  weeks  of  age.  However,  if 
heavily  infested,  they  may  be  wormed 
at  4  or  5  weeks  of  age.  Administration  of 
the  drug  should  be  followed  in  ^  to  1 


hour  with  a  teaspoonful  to  a  tablespoon¬ 
ful  of  milk  of  magnesia  or  1  or  2  milk  of 
magnesia  tablets.  Normal  rations  may  be 
resumed  4  to  8  hours  after  treatment. 
Puppies  and  kittens  should  be  given  a 
repeat  treatment  in  a  week  or  10  days. 
After  that  they  should  be  treated  every 

2  months  (or  as  symptoms  reappear) 
until  a  year  old.  When  the  puppy  or 
kitten  is  a  year  old.  one  treatment  every 

3  to  6  months  is  sufficient. 

(b)  For  dogs  or  cats  that  have  been 
wormed  regularly,  treatment  every  3  to  6 
months  will  be  sufficient.  If  a  dog  or  cat 
has  not  been  wormed  previously  and  has 
the  symptoms  of  large  roundworms  a 
dose  should  be  given  and  repeated  in  10 
days.  Removal  of  hookworms  may  re¬ 
quire  3  or  4  doses  at  10-day  intervals. 

(c)  Puppies,  dogs,  cats,  or  kittens 
weighing  1  to  3  pounds  should  be  given  2 
capsules  per  dose  which  contain  272 
milligrams  of  n-butyl  chloride  each. 
Such  animals  weighing  4  to  5  poimds 
should  be  given  3  such  capsules.  Animals 
weighing  6  to  7  pounds  should  be  given  4 
such  capsules  and  animals  weighing  8  to 
9  pounds  should  be  given  5  such  capsules. 
Animals  weighing  10  to  20  pounds  should 
be  given  3  capsules  which  contain  816 
milligrams  of  n-butyl  chloride  each,  ani¬ 
mals  weighing  20  to  40  pounds  should  be 
given  4  such  capsules  and  animals  weigh¬ 
ing  over  40  pounds  should  be  given  5  such 
capsules  with  (he  maximum  dosage  being 
5  capsules,  each  of  which  contains  816 
milligrams  of  n-butyl  chloride. 

(ili)  A  veterinarian  should  be  con¬ 
sulted  before  using  in  severely  debilitated 
dogs  or  cats  and  also  prior  to  repeated 
use  in  cases  which  present  signs  of  per¬ 
sistent  parasitism. 

(b)(1)  Specifications.  n-Butyl  chlo¬ 
ride  capsules,  veterinary  contain  221, 442, 
884,  or  1,768  milligrams  or  4.42  grams  of 
n-butyl  chloride  in  each  capsule. 

(2)  Sponsor.  See  No.  015563  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used  for 
the  removal  of  ascarids  (Toxocara  canis 
and  Toxascaris  leonina)  and  hookworms 
(Ancylostoma  caninum,  Ancylostoma 
braziliense,  and  Uncinaria  stenocephala) 
from  dogs. 

(ii)  (a)  Dogs  should  not  be  fed  for  18 
to  24  hours  before  being  given  the  drug. 
Administration  of  the  drug  should  be  fol¬ 
lowed  in  ^  to  1  hour  with  a  mild  cathar¬ 
tic.  Normal  rations  may  be  resumed  4  to 
8  hours  after  treament. 

(b)  The  drug  is  administered  orally 
to  dogs.  Capsules  containing  221  milli¬ 
grams  of  n-butyl  chloride  are  adminis¬ 
tered  to  dogs  weighing  under  5  pounds  at 
a  dosage  level  of  1  capsule  per  1  Vt  poimd 
of  body  weight.  Capsules  containing  442 , 
milligrams  ot  n-butyl  chloride  are  ad¬ 
ministered  to  dogs  weighing  under  5 
pounds  at  a  dosage  level  of  1  capsule  per 
2y2  pounds  body  weight.  Capsules  con¬ 
taining  884  milligrams  of  n-butyl 
chloride  are  administered  to  dogs  as  fol¬ 
lows:  Weighing  under  5  pounds,  1  cap¬ 
sule;  weighing  5  to  10  pounds,  2  capsules; 
weighing  10  to  20 ‘pounds,  3  capsules; 
weighing  20  to  40  pounds.  4  capsules;  over 
40  pounds,  5  capsules.  Capsules  contain¬ 
ing  1,768  milligrams  of  n-butyl  chloride 
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are  SMlministered  at  a  dosage  level  of  1 
capsule  per  dog  weighing  5  to  10  pounds. 
Capsules  containing  4.42  grams  of  n- 
butyl  chloride  are  administered  at  a 
dosage  level  of  1  capsule  per  dog  weigh¬ 
ing  40  pounds  or  over. 

(Hi)  A  veterinarian  should  be  con¬ 
sulted  before  using  in  severly  debilitated 
dogs. 

(c)(1)  Specifications.  n-Butyl  chlo¬ 
ride  capsules,  veterinary  contain  884  or 
1,768  milligrams  or  4.42  grams  of  n-butyl 
chloride  in  each  capsule. 

(2)  Sponsor.  See  No.  000115  in 
S  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
for  the  removal  of  ascarids  iToxocara 
canis  and  Toxascaris  leonina)  and  hook¬ 
worms  (Ancyclostoma  caninum.  Ancy- 
clostoma  braziliense,  and  Uncinaria  sten- 
ocephala)  from  dogs. 

(ii)  (a)  Dogs  should  not  be  fed  for  18 
to  24  hours  before  being  given  he  drug. 
Administration  of  the  drug  should  be 
followed  in  ot  1  hour  with  a  mild  ca¬ 
thartic.  Normal  rations  may  be  resumed 

4  to  8  hours  after  treatment. 

(b)  The  drug  is  administered  orally 
to  dogs.  Capsules  containing  884  milli¬ 
grams  of  n-butyl  chloride  are  adminis¬ 
tered  to  dogs  as  follows:  weighing  under 

5  pounds,  1  capsule;  weighing  5-10 
pounds,  2  capsules;  weighing  10-20 
poimds,  3  capsules;  weighing  20-40 
pounds,  4  capsules;  over  40  poimds,  5 
capsules.  Capsules  containing  1,768  milli¬ 
grams  of  n-butyl  chloride  are  adminis¬ 
tered  at  a  dosage  level  of  1  capsule  per 
dogs  to  dogs  weighing  5-10  pounds  and  2 
capsules  per  dog  to  dogs  weighing  20-40 
pounds.  Capsules  containing  4.42  grams 
of  -butyl  chloride  are  administsered  at 
dosage  level  of  1  capsule  per  dog  to  dogs 
weighing  40  pounds  or  over. 

(ill)  A  veterinarian  should  be  con¬ 
sulted  before  using  in  severely  debilitated 
dogs. 

§  520.300  Cambendazole  suspension. 

(a)  Specifications.  Each  fluid  ounce 
contains  0.9  gram  of  cambendazole. 

(b)  Sponsor.  No.  000006  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  Use.  (1)  It  is  used  in 
horses  for  the  control  of  large  strongyles 
(Strongylus  vulgaris,  S.  edentatus,  S. 
equinus);  small  strongyles  (Tricho- 
nema,  Poteriostomum,  Cylicobraohytus, 
Craterostomum,  Oesophagodontus ) ; 
roundworms  (Parascaris) ;  pinworms 
(Oxyuris) ;  and  threadworms  (Strongyl- 
oides) . 

(2)  It  is  administered  by  stomach 
tube  or  as  a  drench  at  a  dose  of  0.9 
gram  of  cambendazole  per  100  pounds  of 
body  weight  (20  milligrams  per  kilo¬ 
gram). 

(3)  For  animals  maintcdned  on  prem¬ 
ises  where  reinfection  is  likely  to  occur, 
re-treatments  may  be  necessary.  For 
most  effective  results,  re-treat  in  6  to 
8  weeks. 

(4)  Not  for  use  in  horses  intended  for 
food. 

(5)  Caution:  Do  not  administer  to 
pregnant  mares  or  to  stallions  at  stud. 


(6)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.420  Chlorothiazide  tablets. 

(a)  Specifications.  Each  tablet  con¬ 
tains  0.25  gram  of  chlorothiazide. 

(b)  Sponsor.  See  No.  000006  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  intend¬ 
ed  for  use  in  dogs  for  the  treatment  of 
congestive  heart  failure  and  renal  edema. 

(2)  The  usual  dosage  range  is  5  to  10 
milligrams  of  chlorothiazide  per  pound 
of  body  weight;  a  dose  is  administered 
two  or  three  times  each  day.  The  dosage 
must  be  adjusted  to  meet  the  changing 
needs  of  the  individual  animal.  In  mild 
and  responsive  cases,  it  is  suggested  that 
a  dose  of  5  milligrams  per  pound  of  body 
weight  be  administered  two  m:  three 
times  daily.  In  moderately  edematous 
and  moderately  responsive  animals,  a 
dose  of  7.5  to  10  milligrams  per  pound 
of  body  weight  may  be  administered 
three  times  each  day.  Severe  conditions 
may  require  higher  doses.  Certain  ani¬ 
mals  may  respond  adequately  to  inter¬ 
mittent  therapy;  in  these  cases,  the  drug 
may  be  administered  either  every  other 
day  or  for  3  to  5  days  each  week. 

(3)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  520.443  ChloroprOmazine  hydrochlo¬ 
ride. 

(a)  Specifications.  The  drug  is  in  tab¬ 
let  form  with  the  tablets  containing 
chlorpromazine  hydrochloride  as  the  ac¬ 
tive  drug  ingredient. 

(b)  Sponsor.  See  No.  011716  in  §  510.- 
600(c)  of  this  chapter, 

(c)  Conditions  of  use.  (1)  The  drug  Is 
administered  orally  to  dogs  and  cats  as  a 
tranquilizer,  potentiator,  and  antiemetic 
with  a  sedating  effect. 

(2)  It  is  administered  orally  to  dogs 
and  cats  at  a  dosage  level  of  one  tablet 
containing  10  milligrams  of  chlorproma¬ 
zine  hydrochloride  per  7  poimds  body 
weight  or  at  a  dosage  level  of  one  tablet 
containing  25  milligrams  of  chlorproma¬ 
zine  hydrochloride  per  17  pounds  body 
weight.  It  is  administered  one  to  four 
times  daily  depending  upon  the  size  of 
the  dose  and  the  needs  of  the  patient. 

(3)  It  is  not  to  be  used  in  conjunction 
with  organ(9hosphates  and/or  procaine 
hydrochloride  since  phenothiazines  may 
potentiate  the  toxicity  of  organophos- 
phates  and  the  activity  of  procaine 
hydrochloride. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  520.500  Coumaphos  crumbles. 

(a)  Chemical  name.  O.O-Diethyl  O- 
3-chloro-4-methyl-2-oxo-2H-l-benz(g)y- 
ran-7-yl-pho6phorothioate. 

(b)  Specifications.  Coumaphos  Crum¬ 
bles  contain  0.32  percent  coumaphos. 

(c)  Sponsor.  See  No.  000859  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Special  considerations.  Adequate 
directions  and  warnings  for  use  must  be 
given  and  shall  include  a  statement  that 


coumaphos  is  a  cholinesterase  inhibitor 
and  that  animals  being  treated  with 
coumaphos  should  not  be  exix)6ed  during 
or  within  a  few  days  before  or  after 
treatment  with  any  other  cholinesterase 
inhibiting  drugs,  insecticides,  pesticides, 
or  chemicals. 

(e)  Related  tolerances.  See  40  CFR 
180.189. 

(f)  Conditions  of  use.  It  is  used  as  a 
top  dressing  (xi  the  daily  feed  ration  of 
cattle  for  the  control  of  gastrointestinal 
roundworms  (Haemonchus  spp.,  Oster- 
tagia  spp.,  Cooperia  spp.,  Nematodirus 
spp..  and  Trichostrongylus  spp.).  It  ia 
administered  at  the  rate  of  1  ounce  of 
counu^hos  crumbles  per  100  pounds  of 
body  weight  per  day  for  six  consecutive 
days.  Should  conditions  warrant,  treat¬ 
ment  should  be  repeated  at  30  day  in¬ 
tervals.  Not  to  be  fed  to  cattle  less  than 
3  m(mths  old.  Not  to  be  fed  to  sick  ani¬ 
mals  or  animals  under  stress  such  as 
those  Just  shipped,  dehorned,  castrated, 
or  weaned  within  the  previous  3  weeks. 
Not  to  be  used  in  conjunction  with  oral 
drenches  or  with  feeds  containing 
phenothiazine. 

§  520.540  Dexamediasone  oral  dosage 
forms. 

§  540.540a  Dexamethasone  powder. 

(a)  Specifications.  Dexamethasone 
powder  is  packaged  in  packets  contain¬ 
ing  10  milligrams  of  dexamethasone. 

(b)  Sponsor.  See  No.  000085  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  Dexametha¬ 
sone  powder  is  indicated  in  cases 
where  cattle  and  horses  require  ad¬ 
ditional  steroid  therapy  following  its 
parenteral  administration.  The  drug  is 
used  as  supportive  therapy  for  manage¬ 
ment  or  inflammatory  conditions  such  as 
acute  arthritic  lameness,  and  for  various 
stress  conditions  where  corticosteroids 
are  required  while  the  animal  is  being 
treated  for  a  specific  condition. 

(27  The  drug  is  administered  at  a 
dosage  level  of  5  to  10  milligrams  per 
animal  the  first  day  then  5  milligrams 
per  day  as  required  by  drench  or  by 
sprinkling  on  a  small  amoimt  of  feed. 

(3)  Cninlcal  and  experimental  data 
have  demonstrated  that  corticosteroids 
administered  orally  or  parenterally  to 
animals  may  induce  the  first  stage  of 
parturition  when  administered  during 
the  last  trimester  of  pregnancy  and  may 
precipitate  premature  parturition  fol¬ 
lowed  by  dystocia,  fetal  death,  retained 
placenta,  and  metritis. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.540b  Dexamethasone  bolus. 

(a)  Specifications.  Dexamethasone 
bolus  contains  10  milligrams  of  dexa¬ 
methasone  in  each  bolus  which  is  half- 
scored. 

(b)  Sponsor.  See  No.  000085  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  Dexametha¬ 
sone  bolus,  is  indicated  in  cases 
where  cattle  and  horses  require  ad¬ 
ditional  steroid  therapy  following  its 
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parenteral  administration.  The  drug  may 
be  used  as  supportive  therapy  for  man¬ 
agement  of  inflammatory  conditions 
such  as  acute  arthritic  lamenesses,  and 
for  various  stress  conditions  where  corti¬ 
costeroids  are  required  while  the  animal 
is  being  treated  for  a  specific  condition. 

(2)  The  drug  is  administered  orally  at 
a  dosage  level  of  5  to  10  milligrams  per 
animal  the  first  day,  then  5  milligrams 
per  day  as  required. 

(3)  Clinical  and  exi>erlmental  data 
have  demonstrated  that  corticosteroids 
administered  orally  or  by  injection  to 
animals  may  induce  the  first  stage  of 
parturition  when  administered  during 
the  last  trimester  of  pregnancy  and  may 
precipitate  premature  parturition  fol¬ 
lowed  by  dystocia,  fetal  death,  retained 
placenta,  and  metritis. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.580  Dichlort^hene  and  toluene 
capsules. 

(a)  Chemical  name.  2,2'-Methylenebls 
(4-chlorophenol)  and  toluene. 

(b)  Specifications.  (1)  Dichlorophene 
has  a  melting  point  range  of  169*  C.  to 
178*  C.  It  has  a  minimiun  assay  of  94 
percent  as  determined  by  titration  with 
a  standard  solution  of  O.IAT  sodium 
methoxlde  using  thymol  blue  to  deter¬ 
mine  the  visual  end  point. 

(2)  The  toluene  meets  the  U.SP.  re¬ 
quirements  for  toluene  reagent  and 
passes  the  thiophene  test  for  benzene, 
which  Is  found  in  the  seventeenth  re¬ 
vision  of  the  UJSP. 

(c)  Sponsor.  See  Nos.  011519,  000010, 
and  011536  in  §  510.600(c)  of  this 
chapter. 

(d)  Conditions  of  use.  It  Is  iised  for 
the  removal  of  ascarids  (Toxocara  canis 
and  Toxascaris  leonina)  and  hookworms 
(.Ancylostoma  caninum  and  Vncinaria 
stenocephala)  and  as  an  aid  In  the  re¬ 
moval  ^  tapeworms  (Taenia  pisiformis, 
Dipylidium  caninum  and  Echinococcus 
ffranulosus)  from  dogs  and  cats  tn  suit¬ 
able  capsules  which  provide  a  dosage 
level  of  100  milligrams  of  dichlorophene 
per  pound  of  body  weight  and  120  milli¬ 
grams  of  toluene  per  pound  of  body 
weight.  Solid  foods  and  milk  should  be 
withheld  for  at  least  12  hours  prior  to 
administration  of  the  drug  and  for  4 
hours  afterwards. 

§  520.600  Dichlorvos. 

(a)  Chemical  name.  2,2-Dlchlorvinyl 
dimethyl  phosphate. 

(b)  [Reserved] 

(c)  Sponsor.  See  No.  011461  in  8  510.- 
600i(c)  of  this  chapter. 

(d)  Related  tolerances.  See  §  556.180 
of  this  chapter. 

(e)  Conditions  of  use  in  swine.  (1)  It  Is 
recommended  for  the  removal  and  con¬ 
trol  of  sexually  mature  (adult) .  sexually 
immature  and/or  4th  stage  larvae  of  the 
whipworm  (Trichuris  suis),  nodular 
worms  (Oesophagostomum  sp.).  large 
round-worm  (Ascaris  suum),  and  the 
matiu«  thick  stomach  worm  (Ascarops 
strongylina)  occurring  In  the  lumen  of 
the  gastrointestinal  tract  of  pigs,  boars, 
and  open  or  bred  gilts  and  sows. 


(2)  The  preparation  should  be  added 
to  the  indicated  amount  of  feed  as  set 
forth  in  paragraph  (e)  (2)  of  this  section 
and  administered  shortly  after  mixing, 
as  follows: 


Weight  of 
anhnal 

In  poand<i 

Pounds  of 
feed  to  be 
mixed  with 
eoeh  0.0S 
ounce  of 
dichlorros 

Pounds  of 
mixed  feed 
to  be 

odministend 
to  etch  pig 
os  0  single 
treatment 

Number  of 
pigs  to  be 
treated  per 
0.08  ounce 
of  dichlorros 

26-aO . 

4 

0.83 

12 

31-40 . 

:  6 

aM 

0 

41-80 . 

8 

LOO 

• 

81-80 . 

8 

LOO 

5 

81-100 . 

Adult  outs, 
Sows.mnd 

4 

LOO 

4 

Boors . 

18 

4.00 

4 

(3)  Do  not  use  this  product  on  ani¬ 
mals  either  simultaneously  or  within  a 
few  days  before  or  after  treatment  with 
or  exposure  to  cholinesterase  inhibiting 
drugs,  pesticides,  or  chemicals.  Hie  prep¬ 
aration  should  be  mixed  thoroughly  with 
the  feed  on  a  clean,  impervious  surface. 
Do  not  allow  swine  access  to  feed  other 
than  that  containing  the  preparation  un¬ 
til  treatment  is  complete.  Do  not  treat 
pigs  with  signs  of  scours  untU  these  signs 
subside  or  are  alleviated  by  proper  medi¬ 
cation.  Resume  normal  feeding  schedule 
afterwards.  Swine  may  be  retreated  In  4 
to  5  weeks. 

(f)  Conditions  of  use  in  dogs.  (1)  For 
removal  of  Toxocara  canis  and  Toxasca¬ 
ris  leonina  (roundworms),  Ancylostoma 
caninum  and  Uncinaria  stenocephala 
(hookworms),  and  Trichuris  vulpis 
(whipworm)  residing  in  the  liunen  of 
the  gastrointestinal  tract. 

(2)  The  drug  is  in  capsule  form  for 
direct  administration  and  in  pellet  form 
for  administration  in  about  one-third  of 
the  regular  canned  dog  food  ration  or  in 
groxmd  meat.  Dogs  may  be  treated  with 
any  combination  of  capsules  and/or 
pellets  so  that  the  smimal  receives  a 
single  dose  equaling  12  to  15  milligrams 
of  the  active  ingredient  per  pound  of 
body  weight.  One-half  of  the  single  rec¬ 
ommended  dosage  may  be  given,  and  the 
other  half  may  be  administered  8  to  24 
hours  later.  This  split  dosage  schedule 
should  be  used  in  animals  which  are  very 
old,  heavily  parasitized,  anemic,  or  other¬ 
wise  debilitated.  The  drug  should  not  be 
used  in  dogs  weighing  less  than  2  poimds. 

(3)  In  some  dogs.  e£Bcacy  against  Trt- 
churias  vulpis  (whipworm)  may  be  er¬ 
ratic.  Dogs  that  do  not  develop  a  nega¬ 
tive  stool  for  Trichuris  vulpis  ova  10  to 
14  days  following;  initial  treatment 
should  be  re-treated.  If  a  negative  stool 
is  not  obtained  in  10  to  14  days  following 
re-treatment,  alternate  means  of  therapy 
should  be  considered. 

(4)  Do  not  use  in  dogs  infected  with 
Diro filar ia  immitis. 

(5)  Do  not  use  with  other  anthelmin¬ 
tics.  taeniacides,  antifUarial  agents,  mus¬ 
cle  relaxants,  or  tranquilizers. 

(6)  The  drug  is  a  cholinesterase  in¬ 
hibitor.  Not  for  use  simultaneously  or 
within  a  few  days  before  or  after  treat¬ 
ment  with  or  exposure  to  cholinesterase- 
inhibiting  drugs,  pesticides,  or  chemicals. 


(7)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(g)  Conditions  of  use  in  horses  when 
administered  in  grain.  (1)  It  is  rec¬ 
ommended  for  the  removal  and  con¬ 
trol  of  bots  (Gastrophilus  intestinalis, 
O.  nasalis),  large  strongyles  (Strongylus 
vulgaris.  S.  equinus,  S.  edentatus) ,  small 
strongyles  (of  the  genera  Cyathostomum, 
Cylicocercus,  Cylicocyclus,  Cylicodonto- 
phorus,  Triodontophorus,  Poteriosto- 
mum,  Gyalocephalus) ,  pinworms  (Oxy- 
uris  egui),  and  large  roundwonQ 
(Par ascaris  eguorum)  in  horses  including 
p<mies  and  mules.  Not  for  use  in  foals 
(sucklings  and  young  weanlings) . 

(2)  For  a  satisfactory  diagnosis,  a 
microscopic  fecal  examination,  should  be 
performed  by  a  veterinarian  or  a  diag¬ 
nostic  laboratory  prior  to  worming. 

(3)  It  is  administered  in  the  grain 
portion  of  the  ration  at  a  dosage  of  14.2 
milligrams  to  18.5  milligrams  per  pound 
of  body  weight  as  a  single  dose.  It  may 
be  administered  at  one-half  of  the  sin^e 
recommended  dosage  and  repeated  8  to 
12  hours  later  in  the  treatment  of  very 
aged,  emaciated  or  debilitated  subjects  or 
those  reluctant  to  consume  medicated 
feed.  In  suspected  cases  of  severe  ascarid 
infection  sufficient  to  cause  concern  over 
mechanical  blockage  of  the  intestinal 
tract,  the  split  dosage  should  be  utilize. 

(4)  Do  not  use  in  horses  which  are 
severely  debilitated,  suffering  from  diar¬ 
rhea  or  severe  constipation,  infectioiis 
disease,  toxemia  or  colic.  Do  not  admin¬ 
ister  in  conjunction  with  or  within  1  week 
of  administration  of  muscle  relaxant 
drugs,  phenothiazine  derived  transquil- 
izers  or  central  nervous  system  depres¬ 
sant  drugs.  Horses  should  not  be  sub¬ 
jected  to  insecticide  treatment  for  5  days 
prior  to  or  after  treating  with  the  dnig. 
Do  not  administer  to  horses  afiOicted  with 
chronic  alveolar  emphysema  (heaves)  or 
related  respiratory  conditions.  The  prod¬ 
uct  is  a  cholinesterase  inhibitor  and 
should  not  be  used  simultaneously  or 
within  a  few  days  before  or  after  treat¬ 
ment  with  or  exposure  to  cholinesterase 
inhibiting  drugs,  pesticides  or  chemicals. 

(5)  Do  not  use  in  animals  other  than 
horses,  ponies,  and  mules.  Do  not  use  in 
horses,  ponies,  and  mules  intended  for 
food  purposes.  Do  not  allow  fowl  access 
to  feed  containing  this  preparation  or  to 
fecal  excrement  from  treated  animals. 

(h)  Conditions  of  use  in  horses  when 
administered  orally  by  syringe.  (1)  It  is 
recommended  for  the  removal  and  con¬ 
trol  of  first,  second,  and  third  instar  bots 
(Gastrophilus  intestinalis  and  G.  na¬ 
salis),  sexually  mature  and  sexually  im¬ 
mature  (4th  stage)  ascarids  (Parascaris 
eguorum)  in  horses  and  foals. 

(2)  The  product  is  in  the  form  of  a  gel 
which  is  administered  directly  from  a 
syringe  onto  the  horse’s  tongue.  The  pro¬ 
duct  is  administered  at  a  dosage  level  of 

20  milligrams  of  dichlorvos  per  kilogram 
of  body  weight  for  the.  removal  of  bots 
and  ascarids.  The  same  dosage  level  is 
repeated  every  21  to  28  days  for  the  con¬ 
trol  of  bots  and  ascarids.  For  the  control 
of  bots  only,  the  repeat  dosage  is  10  milli¬ 
grams  per  kilogram  of  body  weight  every 

21  to  28  days  during  bot  fly  season. 
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(3)  Do  not  use  this  product  in  animals 
simultaneously  or  within  a  few  days  be¬ 
fore  or  after  treatment  with  or  exposure 
to  cholinesterase-inhibitiner  drugs, 
pesticides  or  chemicals.  Do  not  adminis¬ 
ter  in  conjunction  with  or  within  1  week 
of  administration  of  muscle-relaxant 
drugs,  phenothiazine  derived  tranquil¬ 
izers,  or  central  nervous  system  depres¬ 
sants. 

(4)  Do  not  use  in  horses  which  are  se¬ 
verely  debilitated  or  suffering  from  di¬ 
arrhea  or  severe  constipation,  infection 
disease,  toxemia,  or  colic.  Do  not  ad¬ 
minister  to  horses  affected  with  chronic 
alveolar  emphysema  (heaves)  or  other 
re^iratory  conditions. 

(5)  Do  not  use  in  horses  intended  for 
food  purposes. 

(6)  Federal  law  restricts  this  drug  to 
use  by  or  on-  the  order  of  a  licensed  vet¬ 
erinarian. 

(1)  Conditions  of  use.  in  cats  and  pup¬ 
pies.  (1)  It  is  indicated  for  the  removal 
and  control  of  roundworms  (Toxocara 
canis,  Toxocara  cati,  Toxascaris  leonina) 
and  hookworms  (Ancylostoma  caninum, 
Ancylostoma  tubaeforme.  Uncinaria 
stenocephala)  occurring  in  the  intestinal 
tracts  of  cats  and  puppies. 

(2)  The  drug  is  in  tablet  form  and  is' 
administered  orally  at  a  dosage  level  of 
5  mg  of  the  active  ingredient  per  pound 
of  body  weight. 

(3)  Do  not  administer  to  puppies  or 
cats  showing  signs  of  constipation,  me¬ 
chanical  blockage  of  the  intestinal  tract, 
impaired  liver  function,  or  to  animals 
recently  exposed  to  or  showing  signs  of 
infectious  disease.  The  drug  is  a  cholin¬ 
esterase  inhibitor  and  should  not  be  used 
simultaneously  or  within  a  few  days  be¬ 
fore  or  after  treatment  with  or  exposure 
to  cholinesterase- inhibiting  drugs,  pesti¬ 
cides,  or  chemicals. 

(4)  Do  not  use  in  animals  under  10 
days  of  age  or  under  1  pound  of  body 
weight. 

(5)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.620  Diethyirarbamazino. 

(a)  Chemical  name.  NJ4-Diethyl-4- 
methyl-l-piperazine-carboxamlde. 

(b)  Specifications.  Each  pound  of  the 
drug  contains  30  grains  of  diethylcar- 
bamazlne  (as  base) . 

(c)  Sponsor.  See  No.  010042  in  5  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  admin¬ 
istered  to  dogs  to  aid  in  the  continual 
control  of  large  roundworms  (Toxocara 
canis)  and  to  aid  in  the  prevention  of 
heartworm  disease  (Dirofllaria  immi- 
fis).  In  those  areas  where  roundworms 
are  suspected  or  known  to  be  a  problem, 
it  is  added  to  the  daily  diet.  In  those 
areas  where  heartworms  are  endemic, 
it  is  added  to  the  daily  diet  at  the  be¬ 
ginning  of  the  mosquito  activity  and 
treatment  is  continued  throughout  the 
mosquito  season  and  for  approximately 
1  month  thereafter. 

(2)  It  is  administered  daily  in  meal 
or  moist  feeds  as  follows: 
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Weight  of  animal  Recommended  Dosage  in 
in  pounds  amount  per  day  milligrams 

20....* . K  loTel  teaspoonful _ 

80 . level  teaspocmful _  70 

100 . 1  level  teaspoonful _  149 


(3)  Dogs  with  established  heartworm 
infections  should  not  receive  diethylcar- 
bamazine  until  they  have  been  converted 
to  a  negative  status. 

(4)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  520.622  Diethylcai4>ainazine  citrale 
oral  dosage  forms. 

§  520.622a  Diethylrarbamazine  citrate 
tablets. 

(a) (1)  Specifications.  Dlethylcaiham- 
azine  citrate  tablets  contain  50,  200,  or 
400  milligrams  of  diethylcarbamazine 
citrate  per  tablet. 

(2)  Sponsor.  See  No.  010042  in 
§  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug 
is  used  as  an  aid  in  the  treatment  of 
ascarids  in  dogs  and  cats  and  for  the 
prevention  of  heartworm  disease  (Diro- 
haria  immitis)  in  dogs. 

(ii)  For  the  treatment  of  ascarids  in 
dogs  and  cats,  the  tablets  are  admin¬ 
istered  orally  or  pulverized  and  given  in 
'the  feed  or  water  at  a  dosage  level  of 

25  to  50  milligrams  of  diethylcarbama¬ 
zine  citrate  per  poimd  of  body  weight. 
A  repeat  dose  should  be  given  in  10  to 
20  days  to  remove  immature  worms 
which  may  enter  the  intestine  from  the 
lungs  after  the  first  dose. 

(iii)  For  the  prevention  of  heartworm 
disease  in  heartworm  endemic  areas 
dogs  should  be  given  a  daily  dose  of  3 
milligrams  of  diethylcarbamazine  citrate 
per  pound  of  body  weight. 

(iv)  Dogs  with  established  heartworm 
infections  should  not  receive  the  drug 
until  they  have  been  converted  to  a 
negative  status. 

(v)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(b) (1)  Spcci/lcaftoTW.  Diethylcarbam¬ 
azine  citrate  tablets  contain  100,  200  or 
300  milligrams  of  diethylcarbamazine 
citrate  per  tablet. 

(2)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
in  dogs  for  the  prevention  of  infection 
with  Dirofllaria  immitis  (heartworm  dis¬ 
ease)  and  as  an  aid  in  the  treatment 
of  ascarid  infections  (Toxocara  canis 
and  Toxascaris  leonina)  in  dogs. 

(ii)  For  the  prevention  of  heartworm 
disease  in  dogs  the  drug  is  given  orally 
once  a  day  at  a  dosage  rate  of  3  milli¬ 
grams  of  diethylcarbamazine  citrate  per 
pound  of  body  weight.  Young  dogs  may 
be  started  on  the  prevention  program  at 
2  months  of  age.  For  treatment  of 
ascarid  infection  in  dogs,  the  drug  is 
given  orally  at  a  dosage  rate  of  25  to 
50  milligrams  of  diethylcarbamazine 
citrate  per  pound  of  body  weight.  A  re¬ 
peat  dose  should  be  given  in  10  to  20 
days  to  remove  immature  worms,  which 
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may  enter  the  intestines  from  the  lungs 
after  the  initial  treatment. 

(iii)  Use  of  the  drug  is  not  recom¬ 
mended  in  dogs  with  active  D.  immitis 
infections. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veteri^rian. 

§  520.622b  Diethylcarbamazine  citrate 
syrup. 

(a) (1)  Specifications.  Each  milliliter 
of  syrup  contains  60  milligrams  of 
diethylcarbamazine  citrate. 

(2)  Sponsor.  See  No.  021188  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug 
is  indicated  for  use  in  dogs  for  the  pre¬ 
vention  of  infection  with  Dirofllaria 
immitis  and  T.  cants  and  T.  leonina.  It 
is  also  indicated  for  treatment  of  ascarid 
infections  of  T.  canis  and  T.  leonina  in 
dogs  and  T.  cati  in  cats. 

(ii)  For  prevention  of  heartworm  and 
ascarid  infections  in  dogs,  the  drug  may 
be  added  to  the  daily  diet  at  a  dosage 
rate  of  3.0  milligrams  per  pound  of  body 
weight  per  day  or  given  directly  by 
mouth  at  the  same  dosage  rate.  For 
treatment  of  ascarid  infections  in  dogs 
and  cats,  the  drug  is  administered  at  a 
dosage  level  of  25  to  50  milligrams  per 
poimd  of  body  weight  preferably  admin¬ 
istered  immediately  after  feeding. 

(ill)  Older  dogs  should  be  proven  neg¬ 
ative  for  the  presence  of  Dirofllaria 
immitis  infection  before  administration 
of  the  drug.  Those  with  proven  infection 
of  Dirofllaria  immitis  should  be  ren¬ 
dered  negative  using  adulticidal  and 
microfllaricidal  drugs  before  administra¬ 
tion  of  this  drug. 

(Jv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(b) (1)  Specifications.  Each  milliliter 
of  syrup  contains  60  milligrams  of  di¬ 
ethylcarbamazine  citrate. 

(2)  Sponsor.  See  No.  010042  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
for  the  prevention  of  infection  with  Diro- 
filaria  immitis  in  dogs. 

(ii)  The  drug  may  be  added  to  the 
daily  ration  at  a  dosage  rate  of  3.0  mil¬ 
ligrams  per  pound  of  body  weight  or 
given  directly  by  mouth  at  the  same  dos¬ 
age  rate. 

(iii)  Older  dogs  should  be  proven  neg¬ 
ative  for  the  presence  of  Dirofllaria  im¬ 
mitis  infection  before  administration  of 
the  drug.  Those  with  proven  infection 
of  Dirofllaria  immitis  should  be  rendered 
negative  using  adulticidal  and  micro¬ 
fllaricidal  drugs  before  administering 
this  drug. 

(iv)  Federal  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(c) (1)  Specifications.  Each  milliliter 
of  syrup  contains  60  milligrams  of  di¬ 
ethylcarbamazine  citrate. 

(2)  Sponsor.  See  No.  015563  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
indicated  for  use  in  dogs  between  the 
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ages  of  4  weeks  and  8  months  of  age,  for 
the  removal  of  Toxocara  canis.  , 

(ii)  The  drug  is  administered  at  a 
dosage  level  of  50  milligrams  per  pound 
of  body  weight  divided  into  two  equal 
doses  and  administered  8-12  hours  apart 
(morning  and  night)  mixed  with  either 
dry  or  wet  food. 

(iii)  Dogs  older  than  8  months  of  age 
may  be  infected  with  Dirofilaria  im- 
mitis.  Use  of  the  drug  is  contraindi¬ 
cated  in  dogs  with  active  D.  immitis 
infections. 

(iv)  Federal  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.680  Dimetridazole  oral  dosage 
forms. 

'§  520.680a  Dimetridazole  drinking  wa¬ 
ter. 

(a)  Chemical  name.  l,2-Dimethyl-5- 
nitroimidazole. 

(b)  Specifications.  (1)  Melting  point 
range:  137*  C.  to  14r  C. 

(2)  Assay  (dry  basis) :  98  to  101  per¬ 
cent  (by  titration  with  perchloric  acid 
in  acetic  acid) . 

(c)  Sponsor.  See  No.  017210  in 
S  510.600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  §  556.210 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in  the 
drinking  water  for  turkeys  as  follows: 

(1)  Amount.  0.01  percent. 

(1)  Indications  for  use.  Prevention  of 
blackhead  (histomoniasis,  infectious  en- 
terohepatitis) . 

(ii)  Limitations.  As  sole  source  of 
drinking  water;  do  not  give  to  birds 
producing  eggs  for  human  consumption; 
withdraw  5  days  before  slaughter;  as 
sole  source  of  dimetridazole. 

(2)  ATfumnt.  0.02  percent. 

(i)  Indications  for  use.  Treatment  of 
blackhead  (histomoniasis,  infectious 
enten^epatitis) . 

(ii)  Limitations.  As  sole  source  of 
drinking  water;  do  not  give  to  birds  pro¬ 
ducing  eggs  for  human  consumption; 
withdraw  5  days  before  slaughter;  as  sole 
source  of  dimetridazole. 

(3)  Amount.  0.04  percent. 

(1)  Indications  for  use.  Treatment  of 
severe  outbreaks  of  blackhead  (histo¬ 
moniasis.  infectious  enterohepaUtis) . 

(ii)  Limitations.  As  sole  source  of 
drinking  water;  treat  for  5  days  only; 
do  not  give  to  birds  producing  eggs  for 
human  consumption;  withdraw  5  days 
before  slaughter;  as  sole  source  of 
dimetridazole. 

§  520.680b  Dimetridazole  tablets. 

(a)  Chemical  name.  1, 2-Dimethyl- 5- 
nitroimidazole. 

(b)  Specifications.  (1)  Melting  point 
range:  137“  C  to  141“  C. 

(2)  Assay  (dry  basis) :  98  to  101  per¬ 
cent  (by  titration  witti  perchloric  acid  in 
acetic  acid). 

(c)  Sponsor.  See  No.  017210  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  §  556.210 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
tablets  for  turkeys  as  follows: 


( 1 )  Amount.  125  milligrams  per  tablet. 

(2)  Indications  for  use.  Treatment  of 
blackhead  (histomoniasis,  infectious 
enterohepaUtis) . 

(3)  Limitations.  Administer  1  rablet 
per  bird  weighing  not  less  than  1  poimd 
nor  more  than  10  pounds,  2  tablets  per 
bird  over  10  pounds;  do  not  give  to  birds 
producing  eggs  for  human  consumption; 
do  not  administer  within  5  days  of 
slaughter;  as  sole  source  of  dimetrida¬ 
zole. 

§  520.704  Diphenylhydantoin  sodium 
capsules. 

(a)  Specifications.  Diphenylhydantoin 
sodium  capsules  conform  to  UJSP. 
XVm  requirements. 

(b)  Sponsor.  See  No.  000071  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  use  in  the  control  of  epilep¬ 
tiform  convulsions  in  dogs. 

(2)  An  iniUal  dose  of  from  4  to  8  milli¬ 
grams  per  pound  of  body  weight  in 
divided  doses  is  suggested  with  the  dose 
then  gradually  increased  or  decreased  to 
the  daily  minimum  amount  necessary  to 
maintain  control. 

(3)  Since  control  with  the  drug  re¬ 
quires  several  days,  the  transition  from 
other  anUconvulsants  to  this  drug  should 
be  gradual.  Sudden  withdrawal  of  other, 
anticonvulsants,  including  phenobar- 
bital,  ^ould  be  avoided  in  order  to  exer¬ 
cise  proper  control  of  the  convulsions. 

(4)  Fhr  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.763  Dithiazanine  iodide  oral  dos¬ 
age  forms. 

§  520.763a  Dithiazanine  iodide  tablets. 

(a)  Chemical  name.  3-Ethyl-2-[5-(3- 
ethyl  -  2  -  benzothiazolinylidene)  -  1.3- 
pentadienyll  -benzothiazolium  iodide. 

(b)  Specifications.  Dithiazanine  iodide 
tablets  contain  10  milligrams,  50  milli¬ 
grams,  100  milligrams,  or  200  milligrams 
of  dithiazanine  iodide  in  each  tablet. 

(c)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  tablets 
are  administered  orally  to  dc^  immedi¬ 
ately  after  feeding  using  the  following 
dosage  schedule  for  various  parasite 
infestations: 


Milligrams 
per  pound 
of  body 
weight 

Length  of 
treatment- 
days 

Large  roundworms  (Tteo- 
eara  eanit,  TVuascari*  le- 

ontna) . . 

Hookworms  (Aneyloilotna 
caninum,  Ujteinaria  tUno- 

10 

3-5 

cephala) . 

Whipworms  (TriekuTU  ml- 

10 

7 

pi*) . 

Strongyloides  (Strontfloid** 
eanit,  Stronnloide*  tier- 

10 

7 

eoralii) . . . 

Heartwoim  microfllarlae 

10 

10-12 

{Dirofilaria  immitut) . 

Treatment  with  dithia¬ 
zanine  iodide  for  heart- 
worm  microfllariae  should 
follow  6  weeks  after  therapy 
for  adult  worms. 

3-5 

7-10 

(2)  The  drug  is  contraindicated  in 
animals  sensitive  to  dithiazanine  iodide 


and  should  be  used  cautiously,  if  at  all. 
in  dogs  with  reduced  renal  function. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.763b  Dithiazanine  iodide  powder. 

(a)  Chemical  name.  3-ethyl-2-[5-(3- 
ethyl  -  2  -  benzothiazolinylidene)  -  1, 
3  -pentadlenyl  ]  -benzothiazoliumiodide. 

(b)  Specifications.  Dithiazanine  iodide 
powder  contains  200  milligrams  of  di¬ 
thiazanine  iodide  per  level  standard 
tablespoon. 

(c)  Sponsor.  See  No.  000986  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  Dithiazanine 
iodide  powder  is  administered  to  dogs  by 
mixing  the  prop>er  dosage  in  the  dog’s 
food,  using  the  following  dosage  schedule 
for  various  parasite  infestations : 


Milligrams 
per  pound 
of  body 
weight 

Length  of 
treatment- 
days 

Large  roundworms  ITozo- 
eara  eanii,  Toxaoeari*  It- 

onina) . . . 

Hookworms  (Anevlottoma 
caninum,  Cneinariatieno- 

10 

3-5 

cephala) . 

Whipworms  {Trichuri*  ml- 

10 

7 

pi*) . 

Strongyloides  (Slrongnloidet 
eanit,  Sirongyloide*  tier- 

coralit) . 

Heartwoim  microfllariae 

10 

7 

10 

10-12 

( Dirofilaria  immitut) . 

Treatment  with  dithia¬ 
zanine  iodide  for  heart- 
worm  microfllariae  should 
follow  6  weeks  after  therapy 
or  adult  worms. 

3-5 

7-10 

(2)  The  drug  is  contraindicated  in 
animals  sensitive  to  dithiazanine  icxlide 
and  should  be  used  cautiously,  if  at  all, 
in  dogs  with  reduced  renal  function. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licens^ 
veterinarian. 

§  520.784  Doxylamine  succinatr  tableto. 

(a)  Specifications.  The  dnig  is  in 
tablet  form  and  contains  doxylamine 
succinate  as  the  active  drug  ingredient. 

(b)  Sponsor.  See  No.  017220  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  conditions  in  which  antihista- 
minic  therapy  may  be  expected  to  alle¬ 
viate  some  signs  of  disease  in  horses, 
dogs,  arid  (;ats. 

(2)  It  is  administered  orally  to  horses 
at  a  dosage  level  of  1  to  2  milligrams  per 
poimd  of  body  weight  per  day  divided 
into  3  or  4  equal  doses.  It  is  administered 
orally  to  dogs  and  cats  at  a  dosage  level 
of  2  to  3  milligrams  per  pound  of  body 
weight  per  day  divided  into  3  or  4  equal 
doses. 

(3)  Not  for  use  in  horses  intended  for 
food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.823  Erythromycin  phosphate. 

(a)  Specifications.  Erythromycin  phos¬ 
phate  is  the  phosphate  salt  of  the 
antibiotic  substance  produced  by  the 
growth  of  Streptomyces  erythreus  or  the 
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same  antibiotic  substance  produced  by 
any  other  means.  One  gram  of  erythro¬ 
mycin  phosphate  is  equivalent  to  0.89 
gram  of  erythromycin  master  standard. 

(b)  Sponsor.  See  No.  043731  in  I  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  §  556.230 
of  this  chiqiter. 

(d)  Conditions  of  use.  It  is  used  in 
ditnldng  water  as  follows: 

(1)  Broiler  and  replacement  chick- 
ens— (i)  Amount.  0.500  gram  per  gallon. 

(ii)  Indications  for  use.  As  an  aid  in 
the  control  of  chronic  respiratory  disease 
due  to  Mycoplasma  gallisepticum  suscep¬ 
tible  to  erythromycin. 

(lii)  Limitations.  Administer  for  5 
days;  do  not  use  in  replacement  pullets 
over  16  weeks  of  age;  do  not  use  in  chick¬ 
ens  producing  eggs  for  human  consump¬ 
tion;  to  assure  effectiveness,  treated  birds 
must  consume  enough  medicated  water 
to  provide  a  therapeutic  dosage;  solu¬ 
tions  older  than  3  days  should  not  be 
used;  withdraw  1  day  before  slaughter. 

(2)  Replacement  chickens  and  chicken 
breeders — (1)  Amount.  0.500  gram  per 
gallon. 

(ii)  Indications  for  use.  As  an  aid  In 
the  control  of  infectious  coryza  due  to 
Hemophilus  gallinarum  susceptible  to 
erythromycin. 

(ill)  Limitations.  Administer  for  7 
days;  do  not  use  in  replacement  pullets 
over  16  weeks  of  age;  do  not  vise  in  chick¬ 
ens  producing  eggs  for  human  consump¬ 
tion;  to  assure  effectiveness,  treated  birds 
must  consume  enough  me^cated  water 
to  provide  a  therapeutic  dosage;  solu¬ 
tions  older  than  3  days  should  not  be 
used;  withdraw  1  day  before  slaughter. 

(3)  Orowing  turkeys — (1)  Amount. 
0.500  gram  per  gallon. 

(11)  Indications  for  use.  As  an  aid  in 
the  control  of  blue  comb  (nonspecific 
infectious  enteritis)  caused  by  organisms 
susceptible  to  erythrmnycin. 

(ill)  Limitations.  Administer  for  7 
days;  do  not  use  in  turkeys  producing 
eggs  for  human  consumption;  to  assure 
effectiveness,  treated  birds  must  con¬ 
sume  enough  medicated  water  to  pro¬ 
vide  a  therapeutic  dosage;  solutions  older 
than  3  days  should  not  be  used;  with¬ 
draw  1  day  before  slaughter. 

§  520.863  Etfaylisobutrazine  hydrochlo¬ 
ride  tahlets. 

(a)  Specifications.  Each  tablet  con¬ 
tains  either  10  milligrams  or  50  milli¬ 
grams  of  ethylisobutrazine  hydrochloride. 

(b)  Sponsor.  See  No.  017220  In  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  ad¬ 
ministered  orally  to  dogs  as  a  tranquil¬ 
izer. 

(2)  It  is  administered  once  dally  at 
a  dosage  level  of  2  to  5  milligrams  of 
ethylisobutrazine  hydrochloride  per 
pound  of  body  weiiht. 

(3)  It  is  not  to  be  used  In  conjunction 
with  organophosphates  and/or  procaine 
hydrochloride  because  phenothiazlne 
may  potentiate  the  toxicity  of  organo- 
phosphates  and  the  activity  of  procaine 
hydrochloride. 


(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  veter¬ 
inarian. 

§  520.1100  Griseofulvin. 

(a)  Chemical  name.  7-Chloio-2'.4,6- 
trimethozy-6'-methylq?lro  [benBofuran- 

2  ( SH)  .1 [2] -cyelobexenel -3.4'-diane. 

(b)  Spedfleations.  Complies  with 
UJ3P.  for  griseofulvin  microslBe. 

(c)  Sponsor.  (1)  See  No.  000085  in 
9  510.600(c)  of  this  chapter  for  the  spon¬ 
sor  of  the  usages  provided  by  paragn4>h 

(d)  (1)  and  (3)  of  this  section. 

(2)  See  No.  000029  in  9  510.600(c) 
of  this  chapter  for  the  sponsor  of  the 
usage  provided  by  paragng)h  (d)  (2)  of 
this  section. 

(d)  Conditions  of  use.  (1)  As  a  soluble 
powder  for  horses,  it  is  administered  as 
a  drench  or  as  a  top  dressing  on  feed.  It 
is  used  for  equine  ringworm  infection 
caused  by  Trichophyton  equinum  or  Mi- 
crosporum  gypseum.  Administer  for  not 
less  than  10  days  a  daily  dose  as  foUows: 
Adults,  2.5  grams;  yearlings,  1.25  to  2.5 
grams;  and  foals,  1.25  grams.  Not  for  use 
in  horses  Intended  for  food.  For  use  only 
by  or  (m  the  order  of  a  licensed  veteri¬ 
narian. 

(2)  Ih  capsules  containing  125  milli¬ 
grams  of  gri^fulvln  for  use  In  dogs  and 
cats  by  oral  administration  at  a  dosage 
levti  of  10  milligrams  per  pound  of  body 
weight  daily  in  a  single  or  divided  dose. 
It  is  used  for  the  treatment  of  infections 
caused  by  dermatophytic  fvmgl  of  the 
skin,  hair,  and  nails  caused  by  Tricho¬ 
phyton  mentagrophytes,  T.  schoenleini, 
T.  verrucosum,  Epidermophyton  floc- 
cosum,  Microsporum  gypseum,  and  ilf. 
canis.  Treatment  should  be  continued  for 

3  to  4  weeks  in  skin  and  hair  infections 
and  up  to  4  months  treatment  is  reciuired 
in  nail  infections.  Hie  capsules  may  be 
taken  apart  and  the  contents  put  on  food 
to  facilitate  administration.  For  use  only 
by  or  on  the  order  of  a  licensed  veteri¬ 
narian. 

(3) (1)  Boluses  containing  2.5  grams 
of  griseofulvin  are  used  in  horses  for 
treating  ringworm  Infection  caused  by 
Trichophyton  eguinum.  It  is  adminis¬ 
tered  to  adult  horses  at  a  level  of  one 
bolus  per  day.  to  yearlings  at  one-half 
to  one  bolus  per  day,  and  to  foals  at  one- 
half  bolus  per  day.  All  three  dosage 
levels  should  be  administered  for  a  period 
of  not  less  than  10  days.  In  responsive 
cases,  treatment  should  be  continued 
until  all  Infected  areas  are  proven  nega¬ 
tive  by  appropriate  culture.  Not  for  use 
in  horses  intended  for  food. 

(ii)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.1120  Haloxon  oral  dosage  forms. 
§  520.1120a  Haloxon  drench. 

(a)  Chemical  name.  3-Choloro-7- 
hydoxy-4-methylcoumarln  bis  (2-chlo- 
roethyl)  phosphate. 

(b)  Specifications.  Haloxon  assay  of 
not  less  than  96  percent  by  infrared  spec¬ 
trum  at  8.62  microns. 

(c)  Sponsor.  See  No.  011492  in  9  510.- 
600(c)  of  this  chapter. 


(d)  Special  considerations.  Do  not  use 
any  drug,  insecticide,  pesticide,  or  other 
chemical  having  chollnesterase-inhUiit- 
ing.  activity  either  simultaneously  or 
wit^  a  few  days  before  or  after  treat¬ 
ment  with  haloxon. 

(e)  Related  tolerances.  See  9  556.310 
of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  as  a 
drench  as  follows : 

(1)  Cattle — (i)  Amount.  141.5  grams 
per  packet. 

(ii)  Indications  for  use.  Control  of  gas¬ 
trointestinal  roimdworms  of  the  genera 
Haemonchus,  Ostertagia,  Trichostron- 
gylus,  and  Cooperia. 

(ill)  Limitations,  (a)  Dissolve  each 
packet  in  32  fluid  ounces  of  water  and 


administer  as  follows: 

Dose 

(fluid 

Weight  of  animal  (pounda) :  ounces) 

Up  to  1(X) . % 

100  to  160 .  % 

160  to  200 .  1 

200  to  300 .  1% 

300  to  460 .  2 

460  to  700 .  3 

700  to  1,000 . .  4 

1,000  to  1,200 . .  6 

Over  1.200 .  6 


(b)  Do  not  treat  within  1  week  of 
slaughter;  do  not  treat  dairy  animals  of 
breeding  age;  animals  should  be  re¬ 
treated  in  3  to  4  weeks. 

“  (2)  Sheep  and  goats — (1)  Amount. 
44.9  grams  per  packet. 

(a)  Indications  for  use.  Control  of  gas¬ 
trointestinal  roimdworms  of  the  genera 
Haemonchus,  Ostertagia,  and  Cooperia 
in  sheep  and  Haemonchus  in  goats. 

(b)  Limitations.  (1)  Dissolve  each 
packet  in  32  ounces  of  water  and  ad¬ 


minister  as  follows: 

Dose 

(fluid 

Weight  of  animal  (poimda) :  ounces) 

Up  to  60 .  % 

60  to  90 . . .  1 

90  to  160__r . - .  1% 

Over  160 .  1 


(2)  Do  not  treat  within  1  we^  of 
slaughter;  do  not  treat  dairy  goats  of 
breeding  age;  heavily  parasitized  ani¬ 
mals  should  be  retreated  in  3  weeks. 

(ii)  Amount.  141.5  grams  per  packet. 

(a)  Indications  for  use.  Control  of 
gastrointestinal  roimdworms  of  the 
genera  Haemonchus,  Ostertagia,  and 
Cooperia  in  sheep  and  Haemonchus  in 
goats. 

(b)  Limitations.  (1)  Dissolve  each 
packet  in  32  fluid  ounces  of  water  and 
administer  as  a  drench  as  follows: 

Dose 

(mUli- 


Welght  of  animal  (poimds) :  liter) 

Upto21_._ . - .  2.6 

22  to  30 . - .  4 

30  to  60 .  8 

60  to  80 . 10 

80  to  120 . 16 

Over  120 . 20 


(2)  Do  not  treat  within  1  week  of 
slaughter;  do  not  treat  dairy  goats  of 
breeding  age;  animals  should  be  re¬ 
treated  in  3  to  4  weeks. 
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§  520.1120b  Haloxon  boluse*. 

(a)  ChemuMl  name.  3-Chloro-7-hy- 
droxy  -  4-methylcoumarin  bis(2-chloro- 
ethyl>  phosphate. 

(b>  Specifications.  Each  bolus  contains 
10.1  grams  of  haloxon. 

(c)  Sponsor.  See  No.  011492  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  S  556.- 
310  of  this  chapter. 

(e)  Conditions  of  use.  (1)  Haloxon 
bolus  is  an  anthelmintic  used  in  cattle  for 
the  control  of  gastrointestinal  round 
worms  of  the  genera  Haemonchus,  Os- 
tertagia.  Trichostrongylus  and  Cooperia. 

(2)  It  is  administered  as  follows : 


Dose 

Weight  of  animal  (poimds) :  (l>oIue(s) ) 

200  to  300 . . .  H 

350  to  600 . . . .  1 

660  to  800 . - . —  1% 

850  to  1.200— . 2 

Over  1.200 . . - . 3 


(3)  For  most  effective  results,  re-treat 
animals  in  3  to  4  weeks.  If  reinfection  is 
likely  to  occur,  additional  re-treatments 
may  be  necessary. 

(4)  Do  not  use  any  drug,  pesticide  or 
other  chemical  having  cholinesterase  in¬ 
hibiting  activity  either  simultaneously 
or  within  a  few  days  before  or  after 
treatment  with  haloxon. 

(5)  Do  not  treat  animals  within  one 
week  of  slaughter. 

(6)  Do  not  treat  dairy  animals  of 
breeding  age  or  older. 

§  520.1162  Ipronidazolc  hydrochloride 
soluble  powder. 

(a)  Chemical  name.  2 -isopropyl- 1- 
methyl-5-nitroimadazole  hydrochloride. 

(b)  Specifications.  Each  gram  of 
ipronidazole  hydrochloride  soluble 
powder  contair^  the  equivalent  of  823 
milliflnrams  of  ipronidazole. 

(c)  Sponsor.  See  No.  000004  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  S  556.340 
of  this  chapter. 

(e)  Special  considerations.  Ipronida¬ 
zole  hydrochloride  soluble  powder  may 
be  used  as  provided  for  in  this  section 
in  conjunction  with  0.00625  percent 
ipronidazole  in  turkey  feed  as  provided 
for  in  $  558.305  of  this  chapter. 

(f)  Conditions  of  use.  (1)  The  drug 
is  used  for  the  treatment  of  blackhead 
(histomoniasis)  in  turkeys. 

(2)  The  drug  is  added  to  drinking 
water  in  an  amount  to  provide  a  con¬ 
centration  of  0.0125  percent  ipronidazole. 

(3)  The  dnig  is  administered  for  a 
treatment  period  of  7  consecutive  days. 

(4)  Withdraw  5  days  before  slaughter. 
Do  not  administer  to  turkeys  producing 
eggs  for  food. 

§  520.1204  Kanamycin  sulfate,  amino- 
pentamide  hydrogen  sulfate,  pec¬ 
tin,  bismuth  subcarbonate,  activated 
attapulgite  oral. 

(a)  Specifications.  Each  tablet  or  each 
five  milliliters  of  suspension  of  the  drug 
contains:  100  milligrams  of  kanamycin 
as  the  sulfate  (the  kanamycin  used  con¬ 
forms  to  the  standards  of  identity, 
strength,  quality,  and  purity  prescribed 
by  S  444.30  of  this  chapter) ,  0.033  milli¬ 


gram  of  aminopentamide  hydrogen  sul¬ 
fate,  25  milligrams  of  pectin,  250  milli¬ 
grams  of  bismuth  8UbcartK>nate,  and  500 
milligrams  of  activated  attapul^te. 

(b)  Sponsor  See  No.  000015  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (l)~It  is  admin¬ 
istered  orally  to  dogs  for  the  sympto¬ 
matic  relief  of  acute  bacterial  diarrhea 
caused  by  kanamycin-suscepUble 
organisms. 

(2)  The  drug  is  recommended  for  use 
at  the  rate  of  one  tablet  or  one  teasp<x)n- 
ful  (5  milliliters)  of  suspension  per  20 
poimds  of  body  weight  every  8  hours. 
Animals  weighing  under  10  pounds 
should  be  given  one-half  the  above 
amount  every  8  hours.  The  initial  dose 
should  be  twice  the  amount  of  a  single 
dose.  Maximum  dosage  should  not  ex¬ 
ceed  three  times  the  recommended  dose. 

(3)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  520.1242  Levamisole  hydrochloride 
oral  dosage  forms. 

§  520.1242a  l..evami8ole  hydrochloride 
drench  and  drinking  water. 

(a)  Chemical  name.  (-) -2.3.S.6-Tetra- 
hydro-6-phenylimidazo[2.1-b]  thiazole 
monohydrochloride. 

(b)  Specifications:  Assay  of  not  less 
than  98  percent  by  nonaqueous  titration 
with  0.1N  potassium  isopropoxide:  1 
isomer  minimum  95  percent  pure  by 
optical  rotation. 

(c)  Sponsor.  (1)  See  No.  010042  in 
S  510.600(c)  of  this  chapter  for  condi¬ 
tions  of  use  provided  for  in  paragraph 

(f )  of  this  section. 

(2)  See  No.  011716  in  S  510.600(c)  of 
this  chapter  for  conditions  of  use  pro¬ 
vided  for  in  paragraph  (f )  (2)  of  this 
section. 

(d)  TReserved] 

(e)  Related  tolerances:  Section  556.- 
350  of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  as  fol¬ 
lows: 

(1)  Cattle — (i)  Amount.  46.8  grams 
per  packet. 

(ii)  Indications  for  use.  Anthelmintic 
effective  against  the  following  nematode 
infections:  Stomach  worms  (.Haemon¬ 
chus,  Trichostrongylus.  Ostertagia),  in¬ 
testinal  worms  (Trichostrongylus,  Co¬ 
operia.  Nematodirus,  Bunostomum,  Oe- 
sophagotomum) ,  and  lungworms  (Dic- 
tyocaulus) . 

(iii)  Limitations.  Dissolve  in  water  to 
provide  32  fluid  ounces  of  drench  solution 
and  administer  as  a  drench  at  V4  ounce 
0.365  gram)  per  100  pounds  of  body 
weight  as  a  single  dose;  or  dissolve  in 
water  to  provide  8.75  fluid  ounces  of  con¬ 
centrate  solution  and  administer  as  a 
drench  at  2  cubic  centimeters  (0.365 
gram)  per  100  poimds  of  body  weight  as 
a  single  oral  dose  by  S3n*inge;  conditions 
of  constant  helminth  exposure  may  re¬ 
quire  re-treatment  within  2  to  4  weeks 
after  the  first  treatment;  do  not  slaugh¬ 
ter  for  food  within  48  hours  of  treatment; 
not  for  use  in  dairy  animals  of  breeding 
age;  consult  veterinarian  before  using  in 
severely  debilitated  animals. 

(2)  Sheep — (i)  Amount.  4.68  grains 
per  packet. 


(a)  Indications  for  use.  Anthelmintic 
effective  against  the  following  nematode 
infections:  Stomach  worms  (Haemon¬ 
chus.  Trichostrongylus.  Ostertagia),  in¬ 
testinal  worms  (Trichostrongylus.  Co¬ 
operia,  Nematodirus.  Bunostomum,  Oe- 
sophagostomum,  Chabertia) ,  and  lung- 
worms  (Dictyocaulus) . 

(h)  Limitations.  Dissolve  in  1  gallon 
(128  fluid  ounces)  of  water  and  admin¬ 
ister  as  a  single  drench  at  1  ounce  (4).365 
gram)  per  100  pounds  of  body  weight; 
conditions  of  constant  helminth  expo¬ 
sure  may  require  re-treatment  within  2 
to  4  weeks  after  the  first  treatment;  do 
not  slaughter  for  food  within  72  hours  of 
treatment;  consult  veterinarian  before 
using  in  severely  debilitated  animals. 

(ii)  Amount.  11.7  grams  per  packet. 

(a)  Indications  for  use.  Anthelmintic 
effective  against  the  following  nematode 
infections:  Large  roundworms  (Ascaris 
suum),  nodular  worms  (Oesophagosto- 
mum  spp.),  intestinal  thread  worms 
(Strongyloides  ransomi)  and  lungworms 
(Metastrongylus  spp.). 

(b)  Limitations.  Dissolve  in  1  quart  (32 
fluid  ounces)  of  water  and  administer  as 
a  single  drench  at  1  ounce  (0.365  gram) 
per  100  pounds  of  body  weight  or  dis¬ 
solve  1  packet  in  10.9  fluid  ounces  of 
water  and  administer  as  a  single  drench 
at  1  cubic  centimeter  (0.036  gram)  per 
10  pounds  of  body  weight;  conditions  of 
constant  helminth  exposure  may  require 
re-treatment  within  2  to  4  weeks  after 
the  first  treatment;  do  not  slaughter  for 
food  within  72  hours  of  treatment;  con¬ 
sult  veterinarian  before  using  in  severely 
debilitated  cmimals. 

(3)  Swine — (i)  Amount.  18.15  grams 
per  bottle. 

(ii)  Indications  for  use.  Anthelmiiltic 
effective  against  the  following  nematode 
infections;  Large  roundworms  (Ascaris 
suum),  nodular  worms  (Oesophago- 
stomum  spp.),  intestinal  thread  worms 
(Strongyloides  ransomi)  and  limgworms 
(Metastrongylus  spp.). 

(iii)  Limitations.  Dissolve  in  water  to 
provide  500  cubic  centimeters  of  con¬ 
centrate  solution,  add  10  cubic  centi¬ 
meters  (2  teaspoons)  of  this  concentrate 
solution  to  each  gallim  of  drinking  water; 
allow  one  gallon  of  meilicated  water  for 
each  100  pounds  of  body  weight  of  pigs 
to  be  treated;  no  other  source  of  water 
should  be  offered;  pigs  maintained  under 
conditions  of  constant  exposure  to  worms 
may  require  re-treatment  within  4  to  5 
weeks  after  the  first  treatment;  do  not 
administer  within  72  hours  of  slaughter 
for  food. 

§  520.1242b  Levamisole  hydrochloride 
tablet  or  oblet  (bolus). 

(a)  Chemical  name.  (-)  -2,3,5,6-Tetra- 
hydro-6-phenylimidazo[2,l-b]  thiazole 
monohydrochloride. 

(b)  Specifications.  Assay  of  not  less 
than  98  percent  by  nonaqueous  titration 
with  0.1  N  potassiiun  i^propoxide;  1 
isomer  mipimum  95  piercent  pure  by  op¬ 
tical  rotation. 

(c)  Sponsor.  (1)  See  No.  010042  in 
S  510.600(c)  of  this  chapter  for  condi¬ 
tions  of  use  provided  for  in  paragraph 
(f)  of  this  section  and  S  520.1242a(f). 
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(2)  See  No.  011716  in  8  510.600(c)  of 
this  chapter  for  conditions  of  use  pro¬ 
vided  for  in  paragraph  (f)  of  this  sec- 
Uon  and  1 520.1242a(f ) . 

(d)  [Reserved\ 

(e)  Related  tolerances.  See  8  556.350  of 
this  chiu;>ter. 

(f )  Conditions  of  use.  (1)  It  is  used  in 
an  oblet  for  cattle  as  follows: 

(1)  Amount.  2.19  grams  per  oblet. 

(ii)  Indications  for  use.  Anthelmintic 
effective  against  the  following  nematode 
infections:  Stomach  worms  (.Haemon- 
chus.  Trichostrongylus,  Ostertagia),  in¬ 
testinal  worms  (Trichostrongylus.  Coop- 
eria.  Nematodirus.  Bunostomum.  Oeso- 
phagotomum) ,  and  lungworms  (Dictyo- 
caulus). 

(iii)  Limitations.  Administer  as  a  sin¬ 
gle  dose  as  follows:  250  to  450  poimds, 
^  oblet;  450  to  750  poimds,  1  oblet;  and 
750  to  1,050  pounds,  1^  oblets;  condi- 
ti(ms  of  constcmt  helminth  exposure  may 
require  re-treatment  within  2  to  4  weeks 
after  ^e  first  treatment;  do  not  slautdi- 
ter  for  food  within  48  hours  of  treat¬ 
ment;  not  for  use  in  dairy  animals  of 
breeding  age;  consult  veterinarian  before 
using  in  severely  debilitated  animals. 

(2)  It  is  used  in  a  tablet  for  sheep  as 
follows: 

(1)  Amount.  0.184  gram  per  tablet. 

(ii)  Indications  for  use.  Anthelmintic 
effective  against  the  following  nematode 
infections:  Stomach  worms  (Haemon- 
chus,  Trichostrongylus,  Ostertagia), 
intestinal  worms  {Trichostrongylus,  Co- 
operia,  Nematodirus,  Bunostomum,  Oeso- 
phagostomum,  Chabertia),  and  lung- 
worms  (Dictyocaulus) . 

(iii)  Limitations.  Administer  one  tablet 
for  each  50  pounds  of  body  weight;  con¬ 
ditions  of  constant  helminth  exposure 
may  require  re-treatment  within  2  to  4 
weeks  aiter  the  first  treatment;  do  not 
slaughter  for  food  within  72  hours  of 
treatment;  consult  a  veterinarian  before 
using  in  severely  debilitated  animals. 

§  520.1263  Lincomycin  hydrochloride 
monohydrate  oral  dosage  forms. 

§  520.1263a  Lincomycin  hydrochloride 
monohydrate  tablets. 

(a)  Specifications.  Hie  lincomycin 
hydrochloride  monohydrate  meets  the 
specifications  prescribed  by  8  4S3.30(a) 

(1)  of  this  chagter.  The  quantity  of 
antibiotic  activity  cited  in  this  section 
refers  to  the  equivalent  weight  of  the 
base  activity  of  the  drug. 

(b)  Sponsor.  See  No.  000009  in  8  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  indicated  in  infections  caused  by 
gram-positive  organisms  which  are  sen¬ 
sitive  to  its  action,  particularly  strep¬ 
tococci  and  staphylococci. 

(2)  It  is  administered  orally  to  dogs 
and  cats  at  a  dosage  level  of  10  mgs 
per  pound  of  body  weight  every  12  hours, 
or  7  mgs  per  pound  of  body  weight  every 
8  hours.  Treatment  may  be  continued 
for  periods  as  long  as  12  days  if  clinical 
Judgment  indicates. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 


§  520.1263b  Lincomycin  hydrochloride 
monohydrgtc  and  spectinomycin  sul¬ 
fate  tetrahydrate  soluble  powder. 

(a)  Specifications.  Ihe  lincomycin 
hydrochloride  monohydrate  meets  the 
specifications  prescribed  by  8  453.30(a) 
(1)  of  this  chapter.  The  spectinomycin 
sulfate  tetrahydrate  used  in  manufac¬ 
turing  the  drug  is  the  antibiotic  sub¬ 
stance  produced  by  the  growth  of  Strep- 
tomyces  spectabilis  or  the  same  antibi¬ 
otic  substance  produced  by  any  other 
means.  The  quantity  of  total  antibiotic 
activity  cited  in  this  section  refers  to 
the  equivalent  weight  of  the  base  activity 
of  the  drugs.  Lincomycin  hydrochloride 
monohydrate  and  spectinomycin  sulfate 
tetrahydrate  are  present  in  the  drug  in 
the  ratio  of  1  to  2  on  the  basis  of  equiv¬ 
alency  of  lincomycin  base  to  equivalency 
of  spectinomycin  base. 

(b)  Sponsor.  See  No.  000009  in  8  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  88  556.600 
and  556.360  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  ad¬ 
ministered,  in  the  drinking  water  of 
chickens  up  to  7  days  of  age  as  an  aid  in 
the  control  of  chronic  respiratory  dlsesise 
caused  by  Mycoplasma  gaVisepticum  sus¬ 
ceptible  to  llncomycln-spectinomycln 
and  complicated  chronic  respiratory  dis¬ 
ease  (air  sac  infection)  caused  by 
Escherichia  coli  and  M.  gallisepticum 
susceptible  to  lincomycin-spectlnomycln. 

(2)  For  aid  in  the  control  of  these  con¬ 
ditions  it  is  administered  in  the  drinking 
water  at  a  level  of  2  grams  of  antibiotic 
activity  per  gallon  of  water  as  the  sole 
source  of  water  for  the  first  5  to  7  days  of 
life. 

§  520.1284  Sodium  liolhyronine  tablets. 

(a)  Specifications.  Sodium  liothyro- 
nine  tablets  consist  of  tablets  intended 
for  oral  administration  which  contain 
liothyronine  at  60  or  120  micrograms  per 
tablet,  as  the  sodium  salt. 

(b)  Sponsor.  See  No.  011519  in  8  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  in  cases  of  hypothyroidism  in  dogs. 

(2)  It  is  administered  orally  to  dogs 
at  levels  up  to  12.8  micrograms  per  kilo¬ 
gram  of  body  weight  per  day.  Dosage 
should  be  a^usted  according  to  the 
severity  of  the  condition  and  the  re¬ 
sponse  of  the  patient.  Dosage  at  the  total 
replacement  level  (12.8  tig  per  kilogram 
of  bodv  weight)  should  be  considered  for 
initiating  therapy  and  then  titrated 
downward  for  optimum  maintenance 
effect.  Twice  daily  administration  is 
recemunended. 

(3)  Federad  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.1320  Mebendazole  oral. 

(a)  Chemical  name  of  mebendazole. 
Methyl  5-benzoylbenzimindazole-2-car- 
bamate. 

(b)  Specifications.  The  drug  is  an  oral 
powder  in  which  each  gram  contains 
166.7  milligrams  of  mebendazole. 


(c)  Sponsor.  See  No.  011716  in  8  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug  Is 
used  in  horses  in  the  treatment  of  infec¬ 
tions  caused  by  large  roundworms  (.Par- 
ascaris  equorum),  large  strongyles 
(Strongylus  edentatus,  S.  equinus,  S.  vul¬ 
garis),  small  strongyles  (Cyclicocyclus 
spp.,  Gyalocephalus  spp.,  Poteriostumum 
spp..  Trichonema  spp..  Triodontophorus 
spp.),  and  pinworms  (oxyuris  equi),  in¬ 
cluding  many  larval  stages. 

(2)  The  drug  is  administered  at  1  gram 
of  mebendazole  per  250  pounds  of  body 
weight  per  dose. 

(3)  The  drug  is  administered  in  either 
of  the  following  ways : 

(1)  Sprinkling  directly  on  the  grain 
portion  of  the  ration;  or 

(ii)  By  dissolving  in  2-4  pints  of  water 
and  administering  by  stomach  tube. 

(4)  The  drug  is  compatible  with  carbon 
disulfide,  which  can  be  used  concurrently 
for  bot  control  (GastrophUus  spp.) .  Rou¬ 
tine  cautions  regarding  the  use  of  carbon 
disulfide  must  be  observed. 

(5)  Do  not  administer  to  horses  in¬ 
tended  for  use  as  food. 

(6)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  v^t.. 
erlnarian. 

§  520.1341  Megestrol  acetate  tableta. 

(a)  Specifications.  Each  tablet  con¬ 
tains  5  or  20  milligrams  of  megestrol 
ftCCtfttiC 

(b)  Sponsor.  No.  000085  in  8  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  used  in  female  dogs  for  the  postpone¬ 
ment  of  estrus  and  the  alleviation  of  false 
pregnancy. 

(2)  It  is  administered  orally,  intact,  or 
crushed  and  mixed  with  food  as  follows: 

(i)  For  the  postponement  of  estrus  by 
proestrus  treatment,  1  milligram  iier 
pound  of  body  weight  per  day  for  8  days. 

(ii)  For  the  postponement  of  estrus  by 
anestrus  treatment.  0.25  milligram  per 
pound  of  body  weight  per  day  for  32  days. 

(ill)  For  alleviation  of  false  pregnancy, 
1  milligram  per  pound  of  body  weight  per 
day  for  8  days. 

(3)  Full  dosage  regimen  must  be  com¬ 
pleted  to  produce  the  desired  effect. 

(4)  Examination  of  vaginal  smears  is 
recommended  to  confirm  detection  of 
proestrus. 

(5)  Do  not  sulminister  for  more  than 
two  consecutive  treatments. 

(6)  Once  therapy  is  started,  the  sini- 
mal  should  be  confined  for  3  to  8  days  or 
until  cessation  of  bleeding,  since  dogs 
in  proestrus  accept  a  male. 

(7)  Do  not  use  prior  to  or  during  first 
estrus  cycle. 

(8)  Do  not  use  in  pregnant  animals. 

(9)  Do  not  use  in  the  presence  of  a 
disease  of  the  reproductive  system  or 
with  mammary  tumors. 

(10)  Should  estrus  occur  within  30 
days  after  cessation  of  treatment,  mating 
should  be  prevented. 

(11)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 
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§  520.1362  Mrgluminr  diatrizoate  and 
sodium  diatrizoate  oral  solution. 

(a)  Specifications.  Meglumine  dia¬ 
trizoate  oral  solution  is  a  water  soluble 
radiopsique  medium  containing  66  per¬ 
cent  meglumine  diatrizoate  and  10  per¬ 
cent  sodium  diatrizoate. 

(b>  Sponsor.  See  No.  000003  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  for  radiography  of  the  gastro¬ 
intestinal  tract  in  dogs  and  cats. 

(2)  It  is  Ewiministered  orally  at  a  dos¬ 
age  level  of  0.5  to  1.0  milliliter  per  pound 
of  body  weight  by  gavage  or  stomach 
tube.  It  is  administered  rec tally  at  a 
dosage  level  of  0.5  to  1.0  milliliter  per 
pound  of  body  weight  diluted  with  1  part 
of  the  drug  to  5  parts  of  water. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.1380  Methocarbamol  tablets. 

(a)  Chemical  name.  3-(0-Methoxy* 
phenoxy) -1,2-propanediol  1-carbamate. 

(b)  Specifications.  Each  tablet  con¬ 
tains  500  milligrams  of  methocarbamol. 

(c)  Sponsor.  See  No.  000031  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug 
Is  administered  to  dogs  and  cats  as  an 
adjunct  to  therapy  for  acute  inflamma¬ 
tory  and  traumatic  conditions  of  the 
skeletal  muscles  in  order  to  reduce  mtL«- 
cular  spasms. 

(2)  Dosage  Is  based  upon  severity  of 
symptoms  and  response  noted.  The  usual 
initial  dose  is  60  milligrams  per  poimd  of 
body  weight  in  two  or  three  equally 
divided  doses  followed  by  30  to  60  milli¬ 
grams  per  pound  of  body  weight  each 
following  day,  tisually  not  to  exceed  14 
to  21  days. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§520.1422  Metoserpate  hydrochloride. 

(a)  Chemical  name.  Methyl-o-methyl- 
18-epireserpate  hydrochloride. 

(b)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  §  556.410  of 
this  chapter. 

(d)  Conditions  of  use.  It  is  u^  in 
drinking  water  for  replacement  chickens 
as  follows: 

(1)  Amount.  568.5  milligrams  per  gal¬ 
lon  (0.015  percent). 

(1)  Indications  for  use.  As  a  tran¬ 
quilizer  for  flock  treatment  of  chickens 
prior  to  handling. 

(ii)  Limitations.  To  be  used  one  time 
as  a  treatment  for  replacement  chickens 
up  to  16  weeks  of  age;  usual  drinking 
water  should  be  withheld  prior  to  treat¬ 
ment  to  provide  adequate  consumption 
of  medicated  drinking  water;  not  for  use 
in  laying  chickens;  chickens  slaughtered 
within  72  hours  following  treatment 
must  not  be  used  for  food. 

(2)  Amount.  2  to  4  milligrams  per  2.2 
pounds  of  body  weight. 

(i)  Indications  for  use.  As  an  aid  in 
control  of  hsnsteria. 

(ii)  Limitations.  To  be  used  as  a 
treatment  for  replacement  chickens  up 
to  16  weeks  of  age;  usual  drinking  water 


should  be  withheld  prior  to  treatment  to 
provide  adequate  consumption  of  medi¬ 
cated  drinking  water;  the  drug  should  be 
administered  at  a  dosage  level  of  4  milli¬ 
grams  per  2.2  pounds  of  body  weight  fol¬ 
lowed  by  2  treatments  at  4-day  inter¬ 
vals  of  2  milligrams  per  2.2  poimds  of 
body  weight;  not  for  use  in  laying 
chickens;  chickens  slaughtered  within  72 
hours  following  treatment  must  not  be 
used  for  food. 

§  520.1520  Niclosamide  tablets. 

(a)  Chemical  name.  2',5-Dichloro-4'- 
nitrosalicylanilide. 

(b)  Sp^fications.  Niclosamide  tablets 
contam  niclosamide  in  a  tablet  Intended 
for  oral  administration. 

(c)  Sponsor.  See  No.  000859  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug 
is  intended  for  removal  of  tapeworms 
from  dogs  (.Dipylidium  caninum.  Taenia 
pisiformis.  Taenia  hydatigena)  and  cats 
(Taenia  taeniaeformis) . 

(2)  The  drug  is  administered  orally  at 
the  rate  of  500  milligrams  of  niclosamide 
per  7  pounds  of  body  weight.  An  over¬ 
night  fast  is  recommended.  Treatment 
may  be  repeated  should  tapeworm  pro- 
glottids  reappear  due  to  reinfection  or 
underdosing. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or.  on  the  order  of  a  licensed 
veterinarian. 

§  520.1540  Nitrodan. 

(a)  Chemical  name.  3-Methyl-5-[(p- 
nitrc^henyl)  azol  rhodanlne. 

(b)  Specifications.  The  drug  consists 
of  a  suitable  and  harmless  food  supple¬ 
ment  containing  3  percent  of  nitrodan. 

(c)  Sponsor.  See  No.  011492  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  for  use  in  dogs  as  an  aid  in  the 
continuous  control  of  intestinal  worm 
Infections  caused  by  the  hookworms 
Ancylostoma  caninum  and  Uncinaria 
stenocephala  and  by  the  common  dog 
ascarid  Toxocara  canis. 

(2)  Administer,  on  a  continuous  basis, 
1  level  teaspoonful  (approximately  2 
grams)  of  food  suK>lement  (60  milli¬ 
grams  of  nitrodan)  daily  for  each  10 
pounds  of  body  weight. 

§  520.1660  Oxytetracyclinc. 

§  520.1660a  Oxytetracyclinc  and  car- 
bomycin  in  combination. 

(a)  Specifications.  (1)  Oxy tetracy¬ 
cline:  The  antibiotic  substance  produced 
by  growth  of  Streptomyces  rimosus  or 
the  same  antibiotic  substance  produced 
by  any  other  means. 

(2)  Carbomycin;  The  antibiotic  sub¬ 
stance  produced  by  growth  of  Strepto¬ 
myces  halstedii  or  the  same  antibiotic 
substance  produced  by  any  other  means. 

(b)  Sponsor.  See  No.  000069  in  5  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The  quan¬ 
tities  of  oxytetracycline  in  paragraph  (e) 
of  this  section  refer  to  the  activity  of  oxy¬ 
tetracycline  hydrochloride  and  the  quan¬ 
tities  of  carbomycin  listed  refer  to  the 
activitiy  of  an  appropriate  standard. 

(d)  Related  tolerances.  See  §S  556.110 
and  556.500  of  this  chapter. 


(e)  Conditions  of  use.  It  is  used  as 
oxytetracycline  hydrochloride  plus  car¬ 
bomycin  base  in  drinking  water  of 
chickens  as  follows : 

(1)  Amount.  1.0  grahi  of  oxytetracy¬ 
cline  and  1.0  gram  carbomycin  per 
gallon. 

(2)  Indications  for  use.  As  an  aid  in 
the  prevention  and  treatment  of  compli¬ 
cated  chronic  respiratory  disease  (air- 
sac  infection)  caused  by  Mycoplasma 
gallisepticum  and  secondary  bacterial 
organisms  associated  with  chronic  res¬ 
piratory  disease  such  as  E.  coli. 

(3)  Limitations.  Administer  for  not 
more  than  5  days;  not  for  use  in  <Mckens 
producing  eggs  for  human  consumption; 
withdraw  24  hours  before  slaughter. 

§  520.1660b  Oxytetracycline  liydrochlo* 
ride  capsules. 

(a)  Specifications.  The  drug  is  in  cap¬ 
sule  form  with  each  capsule  containing 
125  or  250  milligrams  of  oxytetracycline 
hydrochloride.  Oxytetracycline  is  the 
antibiotic  substance  produced  by  growth 
of  Streptomyces  rimosus  or  the  same 
antibiotic  substance  produced  by  any 
other  means. 

(b)  Sponsor.  See  No.  000069  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
in  dogs  and  cats  for  the  treatment  of 
bacterial  pneumonia  caused  by  Brucella 
bronchiseptica,  tonsilitis  caused  by 
Streptococcus  hemolyticus.  bacterial  en¬ 
teritis  caused  by  Escherichia  coli,  uri¬ 
nary  tract  infections  caused  by  Esche¬ 
richia  coli,  and  wound  infections  caused 
by  Staphylococcus  aureus. 

(2)  The  drug  is  administered  orally 
to  dogs  and  cats  at  a  dosage  level  of  25- 
50  milligrams  per  pound  of  body  weight 
per  day  in  divided  doses  at  12 -hour  in¬ 
tervals.  The  drug  can  be  used  for 
continuation  of  compatible  antibiotic 
therapy  following  parenteral  oxytetra¬ 
cycline  administration  where  rapidly  at¬ 
tained,  sustained  antibiotic  blood  levels 
are  required.  The  duration  of  treatment 
requir^  to  obtain  favorable  response 
will  depend  to  some  extent  on  the  sever¬ 
ity  and  degree  of  Involvement  and  the 
susceptibility  of  the  infectious  agent. 
Clinical  response  to  antibiotic  thenqiy 
usually  occurs  within  48  to  72  hours.  If 
improvement  is  not  observed  within 
that  period,  the  diagnosis  and  course  of 
treatment  should  be  reconsidered.  To  as¬ 
sure  adequate  treatment,  administration 
of  the  drug  should  continue  for  at  least 
48  hours  following  favorable  clinical 
response. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.1720  Phenylbutazone  oral  dosage 
forms. 

§  520.1720a  Phenylbutazone  tablets  and 
boluses. 

(a)(1)  Specifications.  The  drug  is  in 
tablet  form  with  each  tablet  containing 
100  milligrams  or  1  gram  of  phenyl¬ 
butazone  per  tablet  and/or  the  drug  is 
in  a  bolus  containing  4  grams  of  phenyl¬ 
butazone  per  bolus. 

(2)  Sponsor.  See  No.  017220  in  §  510.- 
600(c)  of  this  chapter. 
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(3)  Conditions  of  use.  (i)  It  Is  used  for 
the  relief  of  Inflammatory  condiUons 
associated  with  the  musculosktietal  sys¬ 
tems  In  dogs  and  horses. 

(11)  It  Is  administered  to  dogs  at  a 
dosage  level  of  20  mUUgrams  per  pound 
of  body  weight  In  three  divided  doses 
dally  with  a  maxlmmn  dosage  level  of  800 
mUllgrams  per  day  regardless  of  body 
weight.  It  Is  used  at  a  relatively  hlgb- 
dosage  level  for  the  first  48  hours  and 
then  reduced  gradually  to  a  maintenance 
dosage  level  with  the  lowest  dosage  main¬ 
tained  at  a  level  capable  of  producing 
desired  clinical  response.  It  Is  used  In 
horses  at  a  dosage  level  of  1  to  2  grams 
per  500  poimds  of  body  weight  but  not 
to  exceed  4  grams  per  animal  daily  with 
a  relatively  high  dosage  level  given  for 
the  first  48  hours  which  Is  reduced  grad¬ 
ually  to  a  maintenance  dosage  level 
which  Is  maintained  at  the  lowest  dosage 
level  ciu>able  of  producing  the  desired 
clinical  re^xmse. 

(ill)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(Iv)  Not  for  use  In  animals  Intended 
for  food  purposes. 

(b) (1)  Specifications.  The  drug  Is  In 
tablet  form  with  each  tablet  containing 
100  milligrams  or  1  gram  of  phenylbuta¬ 
zone  per  tablet. 

(2)  Sponsor.  See  No.  011757  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  Is  used  for 
the  relief  of  Inflammatory  conditions  as¬ 
sociated  with  the  musculoskeletal  system 
In  dogs  and  horses. 

(11)  It  Is  administered  to  dogs  at  a 
dosage  level  of  20  milligrams  per  pound 
of  body  weight  in  three  divided  doses 
daily  with  a  maximum  dosage  level  of 
800  milligrams  per  day  regardless  of  body 
weight.  It  Is  used  at  a  relatively  high 
dosage  level  for  the  first  48  hours  and 
then  reduced  gradually  to  a  maintenance 
dosage  level  with  the  lowest  dosage  main¬ 
tained  at  a  level  cmmble  of  producing 
desired  clinical  response.  It  Is  used  in 
horses  at  a  dosage  level  of  1  to  2  grams 
per  500  pounds  of  body  weight  but  not 
to  exceed  4  grams  per  animal  daily  with 
a  relatively  high  dosage  level  given  for 
the  first  48  hours  which  Is  reduced  grad¬ 
ually  to  a  maintenance  dosage  level 
which  Is  maintained  at  the  lowest  dosage 
level  capable  of  producing  the  desired 
clinical  response. 

(ill)  Federal  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(Iv)  Not  for  use  In  animals  intended 
for  food  pmposes. 

(c) (1)  Specifications.  The  drug  Is  in 
tablet  form  with  each  tablet  containing 
100  milligrams  or  200  milligrams  of 
phenylbutazone. 

(2)  Sponsor.  See  No.  000010  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  It  Is  used  for 
the  relief  of  inflammatory  conditions  as¬ 
sociated  with  the  musculoskeletal  system 
in  dogs. 

(11)  It  Is  administered  to  dogs  at  a 
dosage  level  of  20  milligrams  per  poimd 
of  body  weight  In  three  divided  doses 
daily  with  the  maximiun  dosage  level 


of  800  milligrams  per  day  regardless  of 
body  weight.  It  is  used  at  a  relatively 
high  dosage  level  for  the  first  48  hours 
and  then  reduced  gradually  to  a  mainte¬ 
nance  dosage  level  with  the  lowest  dosage 
maintained  at  the  level  capable  of  pro¬ 
ducing  the  desired  clinical  response. 

(ill)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(d) (1)  Specifications.  The  drug  Is  in 
tablet  form  with  each  tablet  containing 
1  gram  of  phenylbutazone. 

(2)  Sponsor.  See  No.  011308  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  The  drug  is 
used  for  the  relief  of  Inflammatory  con¬ 
ditions  associated  with  the  musculoskele¬ 
tal  system  m  horses. 

(11)  It  is  administered  orally  to  horses 
as  a  non-hormonal,  antiinflammatory 
agent  at  a  dosage  level  of  1  to  2  grams 
per  500  pounds  of  body  weight  daily  but 
not  to  exceed  4  grams  per  animal  dally. 

(ill)  Federal  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(iv)  Not  for  use  in  horses  intend^  for 
food. 

(e)  (1)  Specifications.  The  drug  is  in 
tablet  form  with  each  tablet  containing 
100  milligrams  or  1  gram  of  phenylbuta¬ 
zone  per  tablet. 

(2)  Sponsor.  See  No.  000856  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
as  an  aid  in  relieving  inflammation  as¬ 
sociated  with  musculoskeletal  conditions 
such  as  arthritides  (osteoarthritis)  in 
the  horse  and  dogs  and  intervertebral 
disc  syndrome  in  dogs. 

(11)  It  is  administered  to  dogs  at  a 
dosage  level  of  20  milligrams  per  pound 
of  body  weight  in  three  divided  doses 
daily  with  a  maximum  dosage  level  of 
800  milligrams  per  day  regardless  of  body 
weight.  Dosage  should  be  reduced  as 
symptoms  regress.  It  is  used  in  horses 
at  a  dosage  level  of  2  to  4  grams  per 
1,000  poimds  of  body  weight  but  not  to 
exceed  4  grams  per  animal  daily.  The 
dosage  should  be  gradually  reduced  to  a 
maintenance  dosage,  the  lowest  dosage 
required  to  produce  clinical  response. 

(ill)  Not  for  use  in  horses  intended  for 
food. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(f)  (1)  Specifications.  The  drug  is  in 
tablet  form  with  each  tablet  containing 
100  milligrams  or  1  gram  of  phenylbuta¬ 
zone. 

(2)  Sponsor.  See  No.  000031  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  It  Is  used 
as  an  aid  in  the  management  of  muscu¬ 
loskeletal  conditions  in  dogs  such  as  ar¬ 
thritides,  osteoarthritis,  and  inflamma¬ 
tion  associated  with  intervertebral  disc 
syndrome. 

(ii)  It  is  administered  orally  to  dogs  at 
a  dosage  level  of  20  milligrams  per  pound 
of  body  weight  in  three  divided  doses 
daily  with  a  maximum  dosage  level  of 
800  milligrams  per  day  regardless  of 
body  weight.  Dosage  should  be  reduced 
as  symptoms  regress. 


(ill)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(g)  (1)  Specifications.  The  drug  is  in 
tablet  form  with  each  tablet  containing 
1  gram  of  phenylbutazone. 

(2)  Sponsor.  See  No.  000864  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
for  the  relief  of  inflammatory  conditions 
associated  with  the  musculoskeletal  sys¬ 
tem  in  dogs  and  horses. 

(ii)  It  is  administered  orally  at  the 
following  dosage  levels: 

(a)  To  dogs  at  20  milligrams  per  pound 
of  body  weight  in  three  divided  doses 
daily,  not  to  exceed  dosage  level  of  800 
milligrams  per  day  regardless  of  body 
weight. 

(b)  To  horses  at  1  to  2  grams  per  500 
pounds  of  body  weight,  not  to  exceed 
dosage  level  of  4  grams  per  day. 

(c)  Dosage  should  be  reduc^  as  symp¬ 
toms  regress. 

(iii)  Not  to  be  used  in  horses  intended 
for  food. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(h) (1)  Specifications.  The  drug  is  in 
tablet  form  with  each  tablet  containing 
100  milligrams  of  phenylbutazone. 

(2)  Sponsor.  See  No.  011519  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  It  is  used  for 
the  relief  of  inflammatory  conditions 
associated  with  the  musculoskeletal  sys¬ 
tem  in  dogs. 

(ii)  It  is  administered  orally  to  dogs  at 
a  dosage  level  of  20  milligrams  per  pound 
of  body  weight  in  three  divided  doses 
daily  given  at  8  hour  Intervals  with  a 
maximum  dosage  level  of  800  milligrams 
per  day  regardless  of  body  weight. 

(iii)  Federal  law  restricts  this  dru^to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(i) (l)  Specifications.  The  drug  Is  in 
tablet  form  with  each  tablet  containing 
1  gram  of  phenylbutazone. 

(2)  Sponsor.  See  No.  000591  in  S  510.- 
600(c>  of  this  chapter. 

(3)  Conditions  of  use.Ai)  The  drug  is 
indicated  foe  the  relief  of  inflammatory 
conditions  associated  with  the  musculo¬ 
skeletal  system  in  horses. 

(ii)  It  is  administered  orally  to  horses 
at  a  dosage  level  of  1  to  2  grams  per  500 
pounds  of  body  weight  per  day.  The  total 
daily  dose  should  not  exceed  4  grams  per 
animal  daily. 

(ill)  Not  for  use  in  horses  intended  for 
food. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

(J)  (1)  Specifications.  The  drug  is  in 
tablet  form  with  each  tablet  containing 
100  milligrams  of  phenylbutazone. 

(2)  Sponsor.  See  No.  000591  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  the  relief  of  inflammatory 
conditions  associated  with  the  musculo¬ 
skeletal  system  in  dogrs. 

(ii)  It  is  administered  orally  to  dogs 
at  a  dosage  level  of  20  milligrams  per  lb. 
of  body  weight  in  3  divided  doses  daily. 
The  total  daily  dose  should  not  exceed 
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800  milligrams  per  animal.  The  drug  is 
used  at  a  relatively  high  dosage  level  for 
the  first  48  hours  and  then  gradually  re¬ 
duced  to  a  maintenance  dosage  level  ca¬ 
pable  of  producing  the  desired  clinical 
response. 

(iii)  Federal  law  restrict  the  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.1720b  Phenylbutazone  granules. 

(a)  Specifications.  The  drug  is  in  gran¬ 
ular  form  with  each  27-gram  package 
containing  8  grams  of  phenylbutazone. 

(b)  Sponsor.  See  No.  017220  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
horses  for  the  relief  of  infiammatory 
conditions  associated  with  the  musculo¬ 
skeletal  system. 

(2)  It  is  administered  orally  to  horses 
at  a  rate  of  1  to  2  grams  per  500  FK)unds 
of  body  weight:  dose  is  not  to  exceed 
4  grams  daily.  A  relatively  high  dose  is 
used  for  the  first  48  hours.  The  dose  is 
then  reduced  gradually  to  a  maintenance 
level  and  is  maintained  at  the  lowest 
level  capable  of  producing  the  desired 
clinical  response. 

(3)  Treated  animals  should  not  be 
slaughtered  for  food  purposes. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.1760  Plithalofyne  tablet!*. 

(a)  Specifications.  Phthalofyne  tablets 
contain  456  milligrams,  912  milligrams, 
and  2.28  grams  of  phthalofyne. 

(b)  Sponsor.  See  No.  011716  in  S  510.- 
600<c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
Is  used  for  the  treatment  of  whipworm 
(Trichuris  vulpis)  infection  in  dogs. 

<2)  It  is  recommended  that  dogs  be 
fasted  24  hours  prior  to  a  single  dose.  The 
drug  is  administered  at  a  level  of  one 
tablet  of  456  milligrams  per  5  pounds  of 
body  weight,  one  tablet  of  912  milligrams 
per  10  pounds  of  body  weight  or  one  tab¬ 
let  of  2.28  grams  per  25  p>ounds  of  body 
weight.  An  alternative  procedure  of  two 
doses  each  administered  following  light 
meals  in  morning  and  evening  is  recom¬ 
mended  in  obstinate  cases.  The  same 
schedule,  noted  above,  is  used  for  each 
dose. 

§  520.1780  Piperaretazine  tablets. 

(a)  Specifications.  Each  tablet  con¬ 
tains  1  milligram  of  piperacetazine. 

(b)  Sponsor.  See  No.  011716  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
dogs  and  cats  as  a  tranquilizer,  sedative, 
and  antiemetic  agent  and  for  the  symp¬ 
tomatic  reUef  of  pruritis. 

(2)  Method  of  administration: 

(i)  Tranquilization.  It  is  administered 
initially  at  the  recommended  average 
dosage  level  of  0.5  milligram  per  10 
pounds  of  body  weight  (1  tablet  for  every 
20  pounds)  repeated  at  6-  to  12-hour  in¬ 
tervals  for  tranquilizing  effect.  Subse¬ 
quent  doses  and  the  intervals  between 
them  may  be  adjusted  as  indicated. 

(11)  Sedation.  When  sedation  is  de¬ 
sired.  the  drug  is  administered  at  a  dos¬ 
age  level  of  1  milligram  (1  tablet)  per 
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5  to  10  pounds  of  body  weight.  The  tablets 
may  be  used  as  supportive  therapy  fol¬ 
lowing  use  of  the  drug  in  injectable  form. 

(3)  It  is  not  to  be  used  in  conjunction 
with  organophosphates  and/or  procaine 
hydrochloride,  because  phenothiazines 
may  potentiate  the  toxicity  of  organo¬ 
phosphates  and  the  activity  of  procaine 
hydrochloride. 

(4)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.1801  Piperazine  adipate. 

(a)  Specifications.  The  drug  contains 
98.5  percent  minimum  piperazine  adi¬ 
pate. 

(b)  Sponsor.  See  No.  011769  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  administered  to  dogs  and  cats  for  the 
removal  of  ascarids  iToxocara  canis  and 
Toxascaris  leonina)  and  in  horses  for  the 
removal  of  ascarids  (Parascaris  equo- 
rum),  strongyles  (.Strongylus  vulgaris). 
small  strongyles,  and  pinwonns  (Oxyuris 
equi). 

(2)  Administer  orally  as  a  drench  or 
in  as  much  drinking  water  or  feed  as  the 
animals  will  consume  in  one  day  at  a 
dosage  level  of  Vt,  oz.  per  100  pounds  of 
body  weight  to  horses  and  at  a  dosage 
level  of  1  gram  per  18  poimds  of  body 
weight  to  dogs  and  cats. 

(3)  May  be  repeated  at  intervals  of  3 
weeks  should  reii^ection  occur. 

(4)  Do  not  use  in  horses  intended  for 
food. 

§  520.1802  Piperazine-carbon  disulfide 
complex  with  phenothiazine. 

(a)  Specifications.  Each  fluid  ounce  of 
piperazine-carbon  disulfide  complex  with 
phenothiazine  contains  5  grams  of  piper¬ 
azine-carbon  disulfide  complex  and  0.83 
gram  of  phenothiazine.  The  piperazine- 
carbon  distilfide  complex  is  composed  of 
equimolar  parts  of  piperazine  and  carbon 
disulfide  so  that  1  gram  of  piperazine- 
carbon  disulfide  complex  contains  530 
milligrams  of  piperazine  and  470  milli¬ 
grams  of  carbon  disulfide. 

(b)  Sponsor.  See  No.  000009  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
for  removing  ascarids  (large  round- 
worms,  Parascaris  equorunt) ,  bots  (Gos- 
trophilus  spp.),  small  strongyles  tCyli- 


costome  spp.),  large  strongyles  t Stron¬ 
gylus  spp.) ,  and  pinwonns  iOxyuris  equi) 
from  horses  and  ponies. 

(2)  It  is  administered  by  stomach 
tube  or  dose  syringe  at  the  rate  of  1 
fluid  otmce  per  100  pounds  of  body 
weight. 

(3)  Treatment  of  debilitated  and 
anemic  animals  is  contraindicated  and 
animals  obviously  sick  with  infectious 
diseases  or  currently  or  recently  affected 
with  gastrointestinal  disorders  such  as 
colic,  enteritis,  and  diarrhea  should  not 
be  treated. 

(4)  For  use  only  by  or  on  the  order  of 
licensed  veterinarian. 

§  520.1803  Piperazine  citrate  capsulet*. 

(a)  Specifications.  Piperazine  citrate 
capsules  contain  piperazine  citrate 
equivalent  to  140  milligrams  of  pii>era- 
zine  base  in  each  cap>sule. 

(b)  Sponsor.  See  No.  000031  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
in  dogs  and  cats  for  the  removal  of  large 
roundworms  (Toxocara  canis  and  Toxas¬ 
caris  leonina) . 

(2)  The  contents  of  1  capsule  should 
be  mixed  with  the’food  of  the  animal  for 
each  5  pounds,  or  fraction  thereof  of 
body  weight,  except  dogs  weighing  over 
25  pounds  should  be  given  the  contents 
of  6  capsules.  The  drug  should  be  mixed 
in  Vz  of  the  regular  feeding  and  when 
the  animal  has  finished  eating  the  dosed 
food,  the  remainder  of  the  food  may  be 
given.  Dogs  and  cats  may  be  wormed  at 
6  to  8  weeks  of  age.  The  first  treatment 
should  be  repeated  10  days  later.  Rein¬ 
fection  may  occur.  Repeat  treatment  if 
indicated. 

(3)  Severely  debilitated  animals 
should  not  be  wormed  except  on  the  ad¬ 
vice  of  a  veterinarian. 

§  520.1840  Poloxalenr. 

(a)  Chemical  name.  Polyoxypropylene- 
polyoxyethylene  glycol  nonionic  block 
poljrmer. 

(b)  Specifications.  (1)  Molecular 
weight  range:  2,850  to  3,150. 

(2)  Hydroxyl  number:  35.7  to  39.4. 

(3)  Cloud  point  (10  percent  solution) : 
42*  C.-46*  C. 

(4)  Structural  formula: 


HO  (C»,-CH,-0)  Oi-U)  (CH-CH,-0)  (CT,-OH,-0) 

CB, 


(c)  Sponsor.  (1)  See  No.  011519  in 
S  510.600(c)  of  this  chapter  for  the  spon¬ 
sor  of  the  usage  provided  by  paragrai^ 

(d)  (1)  of  this  section. 

(2)  See  No.  000007  in  §  510.600(c)  of 
this  chapter  for  the  sponsor  of  the  usage 
provided  by  paragraph  (d)(2)  of  this 
section. 

(d)  Conditions  of  use.  (1)  For  treat¬ 
ment  of  legiime  (alfalfa,  clover)  bloat  in 
cattle.  Administer  as  a  drench  at  the 
rate  of  25  grams  for  animals  up  to  500 
pounds  and  50  grams  for  animals  over 
500  pounds  of  body  weight. 

(2)  For  control  of  legume  (alfalfa, 
clover)  bloat  in  cattle.  Administer,  in 


molasses  block  conftainlng  6.6  percent 
poloxalene,  at  the  rate  of  0.8  oz.  of  block 
(1.5  grams  poloxalene)  per  100  lbs.  of 
body  weight  per  day. 

§  520.1900  Primidone  tablets. 

(a)  Specifications.  Primidone  tablets 
contain  primidone  as  the  active  in¬ 
gredient. 

(b)  Sponsor.  See  No.  000046  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
intended  for  use  in  dogs  for  control  of 
convulsions  associated  with  true  epi¬ 
lepsy,  epileptiform  seizures,  virus  en¬ 
cephalitis,  distemper,  and  hardpad 
disease. 
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(2)  The  drug  is  administered  at  a  dos¬ 
age  level  of  250  milligrams  of  primidone 
for  each  10  pounds  of  body  weight  per 
day.  When  convulsions  are  frequent,  the 
daily  dosage  should  be  divided  dnd  idven 
at  intervals.  The  tablets  may  be  admin¬ 
istered  directly  to  the  dog  or  crumbled 
and  sprinkled  on  food. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.1920  Prochlorperazine,  isopro- 
pamide  sustained  release  capsules. 

(a)  Specifications.  Prochlorperazine, 
isopropamide  sustained  release  capsules 
contain  either: 

(1)  3.33  milligrams  of  prochlorpera¬ 
zine  (as  the  dimaleate)  and  1.67  milli¬ 
grams  of  Isopropamide  (as  the  iodide), 
or 

(2)  10  milligrams  of  prochlorperazine 
(as  the  dimaleate)  and  5  milligrams  of 
Isopropamide  (as  the  iodide) . 

(b)  Sponsor.  See  No.  011519  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  Is 
used  for  the  treatment  of  dogs  in  which 
gastrointestinal  disturbances  are  associ¬ 
ated  with  emotional  stress. 

(2) (i)  Capsules  described  In  para¬ 
graph  (a)  (1)  of  this  section  are  admin¬ 
istered  orally  to  dogs  weighing  from  4 
to  15  poimds  at  the  rate  of  1  capsule 
twice  daily.  These  capsules  are  adminis¬ 
tered  orally  to  dogs  weighing  from  16 
to  30  potmds  at  the  rate  of  1  or  2  cap¬ 
sules  twice  daily.  For  dogs  weighing  less 
than  4  pounds,  administer  orally  an  ap¬ 
propriate  fraction  of  the  contents  of  one 
of  these  capsules. 

(11)  Capsules  described  in  paragraph 

(a)  (2)  of  this  section  cure  given  to  dogs 
weighing  30  pounds  cmd  over  at  the  rate 
of  1  capsule  twice  daily. 

(3)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  520.1962  Promazine  hydrochloride. 

(a)  Chemical  name.  10-[3-(Dlmethyl- 
amlno)propyllphenothlazlne  monohy- 
drochlorlde. 

(b)  Specifications.  Conforms  to  NJ*. 

xn. 

(c)  Sponsor.  Sm  No.  000856  in  9  510.- 
600(c)  of  this  chapter. 

(d)  [Reserved! 

(e)  Conditions  of  use.  (1)  The  drug  is 
used  for  quieting  excitable,  unruly,  or 
Intractable  horses.  It  is  culminlstered  at  a 
dosage  level  of  0.45  to  0.9  milligrams  of 
promazine  hydrochloride  per  poimd  of 
body  weight  mixed  with  cui  amount  of 
feed  that  will  be  readily  consumed. 

(2)  Do  not  use  in  horses  intended  for 
food. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  veter- 
incu-ian. 

§  520.2002  Propiopromazine  hyilrochlo* 
ride. 

(a)  Chemical  name.  l-Propanone, 
l-[10-[3-(dimethylcunlno)  propel  phe- 
nothlaztn-2-yll-.  monohydrochloride. 

(b)  Specifications.  The  drug  is  admin¬ 
istered  in  a  chewable  tablet  oontaining 
10  or  20  mllligrcuns  of  propiopromcolne 
hydrochloride. 


(c)  Sponsor.  See  No.  013947  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug 
is  intended  for  oral  administration  to 
dogs  as  a  tranquilizer.  It  is  used  as  an 
aid  in  handling  difficult,  exdted,  cmd  un¬ 
ruly  dogs,  cmd  In  controlling  excessive 
kennel  bcurking  ecu*  sickness,  cmd  severe 
dermatitis.  It  is  also  indicated  for  use  in 
minor  siugery  cmd  prior  to  routine  ex- 
cunlnations,  laboratory  procediures,  cmd 
diagnostic  procedures. 

(2)  It  is  culminlstered  at  the  rate  of 
0.5  to  2  mllligrcuns  of  propiopromeudne 
hydrochlmide  per  poimd  of  bwly  weight 
once  or  twice  daily  depending  upon  the 
degree  of  tranquilization  desired. 

Non:  Not  for  iise  with  orgznophosphatM 
and/or  procalna  hydrochloride,  as  phenothla- 
zlne  may  potentiate  the  toxicity  of  organo- 
phoephatea  and  the  activity  of  procaine  hy¬ 
drochloride.  Overdoeage  may  produce  slg* 
nlflcant  depression. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinariem. 

§  520.2022  Protokylol  hydrochloride 
tablets. 

(a)  Specifications.  The  drug  is  in  tcdi- 
let  form  wi^  ecu:h  tablet  contcdnlng  0.5 
or  2  mllligrcuns  of  protokylol  hydro¬ 
chloride. 

(b)  Sponsor.  See  No.  000859  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
dogs  cmd  cats  for  the  relief  of  bronchial 
spasm. 

(2)  It  is  administered  three  times  a 
day  (cdter  feeding)  at  a  level  of  2  to 
4  mllligrcuns  to  dogs,  1  to  2  mllligrcuns 
to  cats,  0.5  to  1  milllgnun  to  puppies,  and 
and  0.25  to  0.5  mllligrcun  to  kittens. 

(3)  Federcd  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinariem. 

§  520.2043  Pyrantel  pamoate  suspen¬ 
sion. 

(a)  Specifications.  Pyrantel  peunoate 
suspension  contedns  50  milligrcuns  of  py¬ 
rantel  base  as  pyrantel  peunoate  per 
milliliter. 

(b)  Sponsor.  Bee  No.  000069  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
in  horses  and  ponies  for  the  removal  and 
control  of  infections  from  the  following 
mature  pcu'asites: 

(1)  Lfu*ge  strongyles  (Strongylus  vul¬ 
garis,  Strongylus  edentatus.  Strongylus 
equinus), 

(ii)  Small  strongyles  (TricTionemasp., 
Triodontophorus) , 

(ill)  Plnworms  (Oxyuris) ,  cmd 

(Iv)  Large  roundworms  (Parascaris) . 

(2)  It  is  administered  as  a  single  dose 
at  3  milligrcuns  of  pyrcmtel  betse  per 
pound  of  body  weight  mixed  with  the 
usued  gredn  ration,  or  by  stomcu:h  tube 
or  dose  S3rringe. 

(3)  It  is  recommended  that  severely 
debilitated  emimeds  not  be  treated  with 
this  drug. 

(4)  Not  for  use  in  horses  cmd  ponies  to 
be  slaughtered  for  food  purposes. 

(5)  Federcd  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinariem. 


§  520.2045  Pyrantel  tartrate  powder; 
pyrantel  tartrate  pellets. 

(a)  Specifications.  (1)  Psn^tel  tar¬ 
trate  powder  horse  wormer  contains  11.3 
percent  and  swine  wormer  10.6  percent 
pyrcmtel  tartrate. 

(2)  Pyrcmtel  tartrate  pellets  colt  cmd 
horse  wormer  contains  1.25  percent 
pyrcmtel  tartrate. 

(b)  Sponsor.  (1)  See  No.  000069  in 
9  510.600(c)  of  this  chapter  for  condi¬ 
tions  of  use  provided  for  in  paragraph 

(d)(1)  cmd  (2)  of  this  section. 

(2)  See  No.  017800  in  9  510.600(c)  of 
this  chapter,  for  conditions  of  use  pro¬ 
vided  for  in  paragraph  (d)(3)  of  this 
section. 

(c)  Related  tolerances.  See  9  556.560 
of  this  chapter. 

(d)  Conditions  of  use.  It  is  used  in: 
(1)  Horses  cmd  ponies: 

(1)  For  the  removal  cmd  control  of  in¬ 
fections  from  the  following  mature  pcu«- 
sites:  Lcu^  strongyles  (Strongylus  vul¬ 
garis.  Strongylus  edentatus,  Strongylus 
equinus),  smcdl  strongyles  (Trichonema 
spp.,  Triodontophorus) ,  pinworms  (Oxy¬ 
uris)  ,  cmd  Icuve  roundworms  (Par¬ 
ascaris). 

(ii)  It  is  administered  cu  a  single  dose 
at  0.57  grcun  of  pyrantel  tcurtrate  per 
iOO  pounds  of  body  weight  mixed  with 
the  usued  grain  ration. 

(iii)  It  is  recommended  that  severely 
debilitated  cmimals  not  be  treated  with 
this  drug.  Do  not  administer  by  stonmeh 
tube  or  dose  syringe.  The  drug  should 
be  used  immediately  cdter  the  pcu:kage 
is  opeoed.  , 

(iv)  Wcumlng:  Not  for  use  in  horses 
cmd  ponies  to  be  slaughtered  for  food 
purposes. 

(2)  Swine: 

(i)  For  the  removed  cmd  control  of 
Icuge  roundworms  (ilscoris  suum)  cmd 
nodular  worm  (Oesophagostomum)  in¬ 
fections. 

(ii)  It  is  added  to  feed  at  0.4  grcun 
pyrantel  tartrate  per  pound  of  nonpel- 
leted  ration.  The  ration  is  administered 
as  a  single  treatment  as  the  sole  ration  at 
the  rate  of  1  pound  per  40  pounds  of  cmi- 
mal  weight  for  animals  up  to  200  pounds. 
Anlmcds  200  pounds  cmd  over  are  admin¬ 
istered  5  pounds  of  ration  per  animed. 

(iii)  Fast  pigs  over  night  for  optimum 
results.  Water  should  be  mckle  avcdlable 
to  animals  during  fasting  and  treatment 
periods.  Consult  veterinariem  before  us¬ 
ing  in  severely  debilitated  anlmcds.  The 
drug  should  be  used  immediately  cdter 
the  pemkage  is  opened. 

(iv)  Warning:  Do  not  treat  within  24 
hours  of  slaughter. 

(3)  Horses  cmd  colts: 

(1)  For  the  removal  and  ccmtrol  of 
infections  from  the  following  mature 
peu^tes:  Large  strongyles  (Strongylus 
vulgaris,  Strongylus  edentatus,  Stron¬ 
gylus  equinus) .  small  strongyles  (TrlcAo- 
nema  spp.,  Triodontophorus).  pinworms 
(Oxyuris),  cmd Icu'ge  roundworms  (Para¬ 
scaris). 

(ii)  It  is  administered  as  a  single  dose 
at  12.5  milligrams  of  pyrantel  tartrate 
per  2.2  pounds  of  body  weight  mixed  with 
the  usual  grain  ration. 


FEDIRAL  REGISTER,  VOL.  40,  NO.  60— THURSDAY,  MARCH  27,  197S 


13852 


RULES  AND  REGULATIONS 


(iii)  It  is  recommended  that  severely 
debilitated  knimals  not  be  treated  with 
this  drug. 

(iv)  Warning:  Do  not  \ise  in  horses  or 
colts  intended  for  food. 

§  520.2080  Ronnel. 

(a)  Chemical  name.  0,0-Dimethyl  O- 
(2,4,5-Ulchlorophrayl)  phosphorothio- 
ate. 

(b)  Sponsor.  See  No.  021930  in  §  510.- 
600<c)  of  this  chapter. 

(c)  Related  tolerances.  See  40  CPR 
180.177. 

(d)  Conditions  of  use.  Administer  to 
beef  cattle  and  nonlactating  dairy  ani¬ 
mals  as  sole  source  of  ronnel.  Feed  min¬ 
eral  block  containing  5.5  percent  of 
ronnel  at  the  rate  of  0.25  pound  per  100 
pounds  of  animal  weight  per  month  for 
not  less  than  75  days.  Withdraw  from 
dairy  animals  10  days  before  calving.  If 
dairy  cows  or  heifers  freshen  during 
medication,  or  if  medication  has  not  been 
withdrawn  the  required  10  days  prior  to 
freshening,  milk  must  not  be  used  for 
food  for  10  days  after  the  last  treatment. 
Withdraw  10  days  prior  to  slaughter. 
Labeling  shall  also  include  a  warning 
that  ronnel  is  a  cholinesterase  inhibitor. 
Do  not  use  this  product  simultaneously 
or  within  a  few  days  before  or  after 
exposure  to  cholinesterase  inhibiting 
drugs,  pesticides,  or  chemicals. 

§  520.2100  Selenium,  vitamin  E  cap¬ 
sules. 

(a)  Specifications.  The  capsules  con¬ 
tain  2.19  milligrams  of  sodium  selenite 
(equivalent  to  1  milligram  of  selenium) 
and  56.2  milligrams  of  vitamin  E  (68 
I.U.)  (as  d-alpha  tocopheryl  acid  suc¬ 
cinate)  or  0.548  milligram  of  sodium  sele¬ 
nite  (equivalent  to  .25  milligram  of 
selenium  and  14  milligrams  of  vitamin  E 
(17  I.U.)  (as  d-alpha  tocopheryl  acid 
succinate.) 

(b)  Sponsor.  See  No.  000845  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
intended  for  use  as  an  aid  in  alleviating 
and  controlling  inflammation,  pain,  and 
lameness  associated  with  certain  arthrop¬ 
athies  in  dogs. 

(2)  The  capsules  are  administered 
orally  with  the  larger  capsules  admin¬ 
istered  at  a  dosage  level  of  1  capsule  per 
20  poimds  of  body  weight  to  a  maximum 
of  5  capsules  with  the  dosage  repeated 
at  3  day  intervals  imtil  a  satisfactory 
therapeutic  response  is  observed.  A 
maintenance  dosage  is  then  administered 
consisting  of  1  capsule  F>er  40  pounds  of 
body  weight,  with  a  minimum  of  1  cap¬ 
sule  per  40  poimds  of  body  v;eight,  with  a 
minimum  of  1  capsule,  given  every  3 
days,  or  7  days,  or  longer,  as  required  to 
maintain  improvement  or  an  asympto¬ 
matic  condition.  For  dogs  imder  20 
poimds  of  body  weight,  the  small  cap¬ 
sules  are  administered  orally  at  a  dosage 
level  of  1  per  5  pounds  of  body  weight 
with  a  minimum  of  1  capsule  which  dosi 
age  is  repeated  at  3  day  intervals  until  a 
satisfactory  response  is  observed  then  a 
maintenance  regimen  is  initiated  with  1 
capsule  per  10  pounds  of  body  weight, 
minimum  of  1  capsule,  every  3  days,  or 
7  days,  or  longer  as  required  to  maintain 


continued  improvement  or  an  asympto¬ 
matic  condition. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.2122  Spcctinomycin  dihydrochlo¬ 
ride  oral  solution. 

(a)  Specifications.  The  spectinomycin 
dihydrochloride  pentahydrate  used  in 
manufacturing  the  drug  is  the  antibiotic 
substance  produced  by  growth  of  Strep- 
tomyces  fiavopersicus  (var.  Abbott)  or 
the  same  antibiotic  substance  produced 
by  any  other  means.  The  drug  is  pack¬ 
aged  as  an  aqueous  solution  containing 
50  milligrams  of  spectinomycin  activity 
per  milliliter. 

(b)  Sponsors.  (1)  See  No.  043731  in 
§  510.600(c)  of  this  chapter. 

(2)  See  No.  013947  in  S  510.600(c)  of 
this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
for  the  treatment  and  control  of  infec¬ 
tious  bacterial  enteritis  (white  scours) 
associated  with  E.  coli  in  pigs  under  4 
weeks  of  age. 

(2)  It  is  administered  orally  at  the 
rate  of  50  milligrams  per  10  pounds  body 
weight  twice  daily  for  3  to  5  days. 

(3)  Do  not  administer  to  pigs  over  15 
pounds  body  weight  or  over  4  weeks  of 
age.  Do  not  administer  within  21  days  of 
slaughter. 

§  520.2123  Spectinomycin  dihydrochlo- 
ridc  pentahydrate  oral  dosage  forms. 

§  520.2123a  Spectinomycin  dihydro¬ 
chloride  pentahydrate  tablets. 

(a)  Specifications.  The  spectinomycin 
dihydrochloride  pentahydrate  used  in 
manufacturing  the  drug  is  the  antibiotic 
substance  produced  by  growth  of 
Streptomyces  fiavopersicus  (var.  Abbott) 
or  the  same  antibiotic  substance  pro¬ 
duced  by  any  other  means. 

(b)  Sponsor.  See  No.  043731  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The 
quantities  of  spectinomycin  cited  in  this 
section  refer  to  the  equivalent  weight  of 
base  activity  for  the  drug. 

(d)  Conditions  of  use.  (1)  The  tablets 
are  administered  orally  to  dogs  in  the 
treatment  of  infectious  diarrhea  and 
gastroenteritis  caused  by  organisms  sus¬ 
ceptible  to  spectinomycin. 

(2)  The  drug  is  administered  orally  to 
provide  10  milligrams  per  pound  of  body 
v/eight  twice  daily.  The  tablets  may  be 
placed  in  the  animal’s  mouth  or  crushed 
and  administered  in  milk  or  in  the  feed. 
Dosage  may  be  continued  for  4  consec¬ 
utive  days.  Should  no  improvement  be 
observed,  discontinue  drug  and  redeter¬ 
mine  diagnosis. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  520.2 123h  ^>ectinomyoin  dihydro- 
chlortde  pentahydrate  8c4uhle 
powder. 

(a)  Specifications.  The  spectinomycin 
dihydrochloride  pentahydrate  used  in 
manufacturing  the  drug  is  the  antibiotic 
substance  produced  by  growth  of  Strep¬ 
tomyces  fiavopersicus  (var.  Abbott)  or 


the  same  antibiotic  substance  produced 
by  any  other  means. 

(b)  Sponsor.  See  No.  043731  in  $  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The  quan¬ 
tities  of  spectinomycin  cited  in  this  sec¬ 
tion  refer  to  the  equivalent  weight  of 
base  activity  for  the  drug. 

(d)  Related  tolerances.  See  S  556.600 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  admin¬ 
istered  in  the  drinking  water  of  growing 
chickens  at  2  grams  of  spectinomycin  per 
gallon  of  water  as  the  only  source  of 
drinking  water  for  the  first  3  days  of  life 
and  for  1  day  following  each  vaccination 
It  is  administered  as  an  aid  in  the  preven¬ 
tion  or  control  of  losses  due  to  CRD  as¬ 
sociated  with  M.  gallisepticum  (PPLO). 
Do  not  administer  to  laying  chickens.  Do 
not  administer  within  5  days  of  slaughter. 

(2)  It  is  administered  in  the  drinking 
water  of  floor-raised  broiler  chickens  at 
0.5  gram  of  .spectinomycin  per  gallon  of 
water  as  the  only  source  of  drinking 
water  for  the  first  3  days  of  life  and  for  1 
day  following  each  vaccination.  It  is  ad¬ 
ministered  for  increased  rate  of  weight 
gain  and  improved  feed  efQciency.  Do  not 
administer  to  laying  chickens.  Do  not  ad¬ 
minister  within  5  days  of  slaughter. 

(3)  It  is  administered  in  drinking 
water  of  broiler  chickens  at  1  gram  of 
spectinomycin  per  gallon  of  water  as 
the  only  source  of  drinking  water  for 
the  first  3  to  5  days  of  life  as  an  aid  in 
controlling  infectious  synovitis  due  to 
Mycoplasma  synoviae.  Do  not  administer 
to  laying  chickens.  Do  not  administer 
within  5  days  of  slaughter. 

§  520.2160  Slyrylpyridinium,  diethyl- 
carbamazine  tablets. 

(a)  Chemical  names.  Styrylpyridin- 
ium:  2-(p-chlorostyryl)  -1-methylpyri- 
dinium.  Diethylcarbamazine:  N,N-dieth- 
yl-4-methyl- 1  -piperazinecarboxamide. 

(b)  Specifications.  Elach  tablet  con¬ 
tains  50  milligrams  of  styrylpyridinium 
chloride  and  60  milligrams  of  diethyl¬ 
carbamazine  citrate. 

(c)  Sponsor.  See  No.  010042  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use'.  (1)  Use  in  dogs 
as  an  aid  in  the  control  of  large  roimd- 
worms  iToxocara  canis)  and  hookworms 
(Ancylostoma  carUnum) ,  and  in  the  pre¬ 
vention  of  heartworm  disease  (Dirofilaria 
immitis) . 

(2)  Administer  orally  at  a  rate  of  one 
tablet  per  20  pounds  of  body  weight  per 
day. 

(3)  Do  not  use  in  dogs  that  may  be 
infected  with  heartworms. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.2162  Styrylpyridinium  cdiloride, 
diethylcarbamazine  (as  base). 

(a)  Chemical  name.  (1)  For  styryl¬ 
pyridinium  chloride:  2-(p-Chlorostyryl- 
1-methylpyridinium  chloride. 

(2)  For  diethylcarbamazine:  NJN- 
Diethyl  -  4  -  methyl-l-piperazinecarbox- 
amide. 

(b)  Specifications.  Each  cubic  centi¬ 
meter  of  the  drug  contains  50  milligrams 
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of  styrylpyridinium  chloride  and  30  mil¬ 
ligrams  of  diethylcarbamazine  (as  base) . 

(c)  Sponsor.  See  No.  010042  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  used 
or  intended  for  use  by  oral  administra¬ 
tion  to  dogs  for  the  control  of  hook¬ 
worms  (Ancylostoma  caninum)  and 
roundworms  {Toxocara  canis)  and  as  an 
aid  in  the  prevention  of  heartworm  dis¬ 
ease  (.DirofUoria  immitis). 

(2)  During  period  of  exposure  to 
heartworm,  hookworm,  and/or  roimd- 
worm  infection,  administer  the  drug  in 
food  daily  at  1  cubic  centimeter  per  20 
pounds  of  body  weight.  Periodic  exami¬ 
nations  for  hookworms,  large  round- 
worms,  and  heartworms  should  be  made 
to  assure  that  medication  is  given  prop¬ 
erly.  Dogs  with  established  heartworm 
infections  should  not  be  treated  with  the 
drug  until  they  have  been  converted  to  a 
negative  status.  Administration  to  heart- 
worm  infected  dogs  may  cause  adverse 
reactions  due  to  pulmonary  occlusion. 

(3)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  520.2184  Sodium  sulfachloropyra- 
zine  monohydrate. 

(a)  Chemical  name.  2-Sulfamido-6- 
chloroxyrazine,  sodium. 

(b)  Sponsor.  See  Nos.  010042  and 
000003  in  §  510,600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  §  556.625  of 
this  chapter. 

(d)  Conditions  of  use.  It  is  used  in 
the  drinking  water  of  broilers,  breeder 
flocks,  and  replacement  chickens  as  fol¬ 
lows: 

(1)  Amount.  0.03  percent. 

(2)  Indications  for  use.  Treatment  of 
coccidiosis. 

(3)  Limitations.  Administer  in  drink¬ 
ing  water  for  3  days  sis  sole  source  of 
drinking  water  and  sulfonsunide  medi¬ 
cation;  withdraw  4  days  prior  to  slaugh¬ 
ter;  not  to  be  administered  to  chickens 
producing  eggs  for  human  consumptitm. 

§  520.2200  Sulfachlorpyridazine  oral 
doaage  forms. 

§  520.2200a  Sulfachlorpyridazine,  bolus.- 

(a)  Chemical  name.  N'-6-Chloro-3- 
pyrldsizinyl)  sulfsmilsunlde. 

(b)  Specifications.  Melting  point  rsmge; 
190'  C.tol91'C. 

(c)  Sponsor.  See  No.  000003  in  9  510.600 

(c)  of  this  chsipter. 

(d)  Related  tolerances.  See  9  556.630 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
calves  Its  follows: 

(1)  Amount.  30  to  45  milligrams  per 
pound  body  weight  per  day. 

(2)  Indications  for  use.  Treatment  of 
diarrhea  caused  or  complicated  by  E. 
coli  (colibacillosis) . 

(3)  Limitations.  Administer  in  a  bolus 
contsdning  2  grsuns  of  sulfachlorpyridsi- 
zine  for  1  to  5  days  in  divldM  doses  twice 
daily;  treated  calves  must  not  be  slaugh¬ 
tered  for  food  during  treatment  or  for 
7  days  after  the  last  treatment. 


§  520.2200b  Sulfachlorpyridazine  medi¬ 
cated  milk  and  drinking  water. 

(a)  Chemical  name.  N'-(6-Chloro-3- 
pyridazinyl)  sulfanilamide. 

(b)  Specifications.  Melting  point 
range:  190'  C.  to  191 'C. 

(c)  Sponsor.  See  No.  000003  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  9  556.630 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  as 
follows; 

(1)  Calves — (i)  Amount.  30  to  45  milli¬ 
grams  per  pound  body  weight  per  day. 

(ii)  Indications  for  use.  Treatment  of 
diarrhea  caused  or  complicated  by  E. 
coZi'(  colibacillosis) . 

(iii)  Limitations.  Administer  as  the 
sodium  salt  of  sulfachlorpyridazine  in 
milk  or  milk-replacer  formulations  for 
1  to  5  days  in  divided  doses  twice  daily; 
treated  calves  must  not  be  slaughtered 
for  food  diudng  treatment  or  for  7  days 
after  the  last  treatment. 

(2)  Swine — (1)  Amount.  20  to  35  milli¬ 
grams  per  pound  body  weight  per  day. 

(o)  Indications  for  use.  Treatment  of 
diarrhea  caused  or  complicated  by  E. 
coli  (colibacillosis). 

(b)  Limitations.  Administer  as  the  so¬ 
dium  salt  of  sulfachlorpyridazine  in 
drinking  water  for  1  to  5  days;  for  indi¬ 
vidual  treatment,  administer  orally  in 
divided  doses  twice  daily;  treated  swine 
must  not  be  slaughtered  for  food  dming 
treatment  or  for  4  days  after  the  last 
treatment. 

(ii)  Amount.  20  to  35  milligrams  per 
pound  body  weight  per  day. 

(a)  Indications  for  use.  Treatment  of 
diarrhea  caused  or  complicated  by  E. 
coli  (colibacillosis). 

(b)  Limitations.  Administer  individ¬ 
ually  in  an  oral  suspension  containing  50 
milligrams  of  sulfachlorpyridazine  per 
milliliter  in  divided  doses  twice  daily  for 
1  to  5  days;  treated  swine  must  not  be 
slaughtered  for  food  during  treatment  or 
for  4  days  after  the  last  treatment. 

§  520.2220  Sulfadimethoxine  oral  do«- 
age  forms. 

§  520.2220a  Sulfadimethoxine  drinking 
water  and  drench. 

(a)  Chemical  name.  N'-(2,6-Dime- 
thoxy-4-pyrimidinyl)  sulfanilamide. 

(b)  Sponsors.  Firms  identified  by 
numbers  in  9  510.600(c)  of  this  chapter 
have  been  granted  approvals  for  specific 
conditions  of  use  as  indicated  in  para¬ 
graph  (e)  of  this  section  as  follows: 

(1)  To  000004:  approval  for  use  as  in 
paragraph  (e)  (1),  (2)  and  (3). 

(2)  [Reserved] 

(3)  [Reserved] 

(4)  [Reserved] 

(c)  Special  considerations.  Chickens 
and  turkeys  that  have  survived  fowl 
cholera  outbreaks  should  not  be  kept  for 
replacements  or  breeders. 

(d)  Related  tolerances.  See  9  556.640 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  as 
follows; 


(1)  Broiler  and  replacement  chickens 
only.  (1)  Amount.  1.875  (0.05  percent) 
grams  per  gallon. 

(ii)  Indications  for  use.  Treatment  of  • 
disease  outbreaks  of  coccidiosis,  fowl 
cholera,  and  infectious  coryza. 

(iii)  Ltmtfaf tons.  Administer  for  6  con¬ 
secutive  days;  do  not  administer  to 
chickMis  over  16  weeks  of  age;  as  sole 
soimce  of  drinking  water  and  sulfona¬ 
mide  medication;  as  sulfadimethoxine 
solution  or  sulfadimethoxine  soluble  so¬ 
dium  salt ;  withdraw  5  days  befbre 
slaughter. 

(2)  MeaUproducing  turkeys  only,  (i) 
Amount.  0.9^  (0.025  percent)  grams  per 
gallon. 

(ii)  Indications  for  use.  Treatment  of 
disease  outbreaks  of  coccidiosis  and  fowl 
cholera. 

(ill)  Limitations.  Administer  for  6  con¬ 
secutive  days;  do  not  administer  to  tur¬ 
keys  over  24  weeks  of  age;  as  sole  source 
of  drinking  water  and  sulfonamide  medi¬ 
cation;  as  sulfadimethoxine  solution  or 
sulfadimethoxine  soluble  sodium  salt; 
withdraw  5  days  before  slaughter. 

(3)  Dairy  calves,  dairy  heifers,  and 
beef  cattle  only.  (1)  Amount.  1.18  to 
2.36  (0.031  to  0.062  percent)  grams  per 
gallon. 

(ii)  Indications  for  use.  Treatment  of 
shipping  fever  complex,  bacterial  pneu¬ 
monia,  calf  diphtheria,  and  foot  rot. 

(iii)  Administer  2.5  grams  per  100 
pounds  of  body  weight  for  first  day,  then 
1.25  grams  per  100  poimds  of  body  weight 
per  day  for  the  next  4  consecutive  days; 
in  drinking  water  or  drench;  available  as 
a  sulfadimethoxine  soluble  powder  or  a 
12.5  percent  sulfadimethoxine  sodium  so- 
luticm  (3.75  grams  sulfadimethoxine  per 
fluid  ounce) ;  if  no  improvement  within  2 
to  3  days,  reevaluate  diagnosis;  do  not 
treat  beyond  5  days;  withdraw  7  days  be¬ 
fore  slaughter. 

§  520.2220b  Sulfadimethoxine  tablets 
and  boluses. 

(a)  Chemical  name.  N'-(2-6-Dime- 
thoxy-4-pyrimidinyl)  sulfanilamide. 

(b)  Sponsors.  Firms  identified  by 
niunbers  in  9  510.600(c)  of  this  chapter 
have  been  granted  approvals  for  specific 
conditions  of  use  as  indicated  in  para¬ 
graph  (e)  of  this  section  as  follows: 

(1)  To  000004;  approval  for  use  as  in 
paragraph  (e)(1)  of  this  section. 

(2)  To  011825:  approval  for  use  as  in 
paragraph  (e)  (2)  (i)  of  this  section. 

(3)  To  011716:  approval  for  use  as  in 
paragraph  (e)  (2)  (ii)  of  this  section. 

(4)  To  000859:  approval  for  use  as  in 
paragrai^  (e)  (2)  (i)  of  this  section,  for 
dogs  only. 

(c)  [Reserved] 

(d)  Related  tolerances.  See  9  556.640 
of  this  chapter. 

(e)  It  is  used  as  follows: 

(1)  Cattle — (i)  Amount.  1.25  to  2.5 
grams  per  100  pounds  body  weight. 

(ii)  Indications  for  use.  Treatment  of 
foot  rot,  bacterial  pneumonia,  shipping 
fever,  and  calf  diphtheria. 

(iii)  Limitations.  Administer  2.5  grams 
per  100  pounds  b<xly  weight  for 
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1  day  followed  by  1.25  grams  per  100 
pounds  body  weight  per  day;  treat  from 
4  to  5  days;  do  not  administer  within  7 
days  of  slaughter;  milk  that  has  been 
taken  from  animals  during  treatment 
and  60  hours  (5  milkings)  after  the  latest 
treatment  must  not  be  used  for  food. 

(2)  Dogs  and  cats — (i)  Amount.  1.25 
to  2.5  grains  p^r  100  pounds  of  body 
weight. 

<o)  ^Indications  for  use.  For  treatment 
of  respiratory  infections,  genitourinary 
tract  infections,  enteritis  and  soft  tissue 
infections  in  dogs  and  cats  when  caused 
by  streptococci,  staphylococci,  escheri- 
chla.  salmonella  or  shigella  organisms 
sensitive  to  sulfadimethoxine  and  for  the 
treatment  of  canine  bacterial  enteritis 
associated  with  coccidiosis  and  canine 
salmonellosis. 

(b)  Limitations.  Administer  2.5  milli¬ 
grams  per  pound  of  body  weight  followed 
by  12.5  milligrams  per  pound  of  body 
weight  daily  thereafter  for  3  to  5  days; 
in  most  cases  3  to  5  days  of  treatment  is 
adequate;  however,  treatment  should  be 
continued  until  the  animal  is  without 
clinical  signs  for  48  hours;  animals  must 
maintain  adequate  water  intake  during 
treatment;  for  use  by  or  on  the  order  of 
a  licensed  veterinarian. 

(ii)  Amount.  12.5  to  25  milligrams  per 
pound  body  weight. 

(a)  Indications  for  use.  Treatment  of 
sulfadimethoxine-susceptible  bacterial 
infections. 

(b)  Limitations.  Administer  25  milli¬ 
grams  per  pound  body  weight  for  first 
day  followed  by  12.5  milligrams  per 
pound  body  weight  per  day  until  the 
animal  is  free  of  symptoms  for  48  hours, 
for  use  only  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  520.2220r  Sulfadimethoxine  oral  bus* 
pension. 

(a)  Chemical  name.  A^'-(2,6-Dime- 
tboxy-4-p3nimidinyl)  sulfanilamide. 

(b)  Specifications.  Each  milliliter  of 
the  drug  contains  50  milligrams  of  sulfa- 
dimethozine. 

(c)  Sponsor.  See  Nos.  000004  and 
011716  in  §  510.600(c)  of  this  chapter. 

(1)  It  is  intended  for  use  In  the  treat¬ 
ment  of  sulfonamide  susceptible  bacte¬ 
rial  infections  in  dogs  and  cats  and 
enteritis  associated  with  coccidiosis  in 
d(^. 

(2)  On  the  first  day  of  treatment  ad¬ 
minister  an  oral  dose  of  25  milligrams 
per  pound  of  body  weight,  then  fcdlow 
with  a  daily  dosage  of  12.5  milligrams 
per  pound  of  body  weight.  Length  of 
treatment  will  depend  upon  clinical  re¬ 
sponse.  Continue  treatment  until  pa¬ 
tient  is  asymptomatic  for  48  hours.  Idain- 
tain  adequate  water  intake  during  the 
treatment  period. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.2244)  Sulfaethoxypyridaxine. 

§  520.2240a  Sulfaethoxypyridazine 

drinking  water. 

(a)  Chemical  name.  N'-(6-Ethoxy-3- 
PSrrkiazinyL  sulfanilamide. 

(b)  Specifications.  Melting  point  range 
of  180*  C.tol86*C. 


(c)  Sponsor.  See  No.  010042  in  S  510.600 

(c)  of  this  chapter. 

(d)  Related  tolerances.  See  §  556.650 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  as 
follows: 

(1)  Swine — (i)  Amount.  1.9  to  3.8 
grams  per  gallon  (0.05  percent  to  0.1  per¬ 
cent)  . 

(ii)  Indications  for  use.  Treatment  of 
bacterial  scours  pneumonia  enteritis, 
bronchitis,  septicemia  accompanying  Sal¬ 
monella  cholerasuis  infection. 

(iii)  Limitations.  Administer  3.8  grams 
per  gallon  for  first  day  followed  by  1.9 
grams  per  gallon  for  not  less  than  3  days 
nor  more  than  9  days  as  sodium  sulfa- 
ethoxypsTidazine;  do  not  treat  within 
10  days  of  slaughter;  as  sole  source  of 
sulfonamide;  for  use  by  or  on  the  order 
of  a  licensed  veterinarian. 

(2)  Cattle — (i)  Amount.  2.5  grams  per 
gallon  (0.066  percent) . 

(ii)  Indications  for  use.  Treatment  of 
respiratory  infections  (pneumonia,  ship¬ 
ping  fever),  foot  rot,  calf  scours;  as  ad¬ 
junctive  therapy  in  septicemia  accom¬ 
panying  mastitis  and  metritis. 

(iii)  Limitations.  Administer  at  the 
rate  of  1  gallon  per  100  pounds  of  body 
weight  per  day  for  4  days;  as  sodium 
sulfaethoxsrpyridazine;  do  not  treat 
within  16  days  of  slaughter;  as  sole 
source  of  sulfonamide;  for  use  by  or  on 
the  order  of  a  licensed  veterinarian;  milk 
that  has  been  taken  from  animals  dur¬ 
ing  treatment  and  for  72  hours  (6  milk¬ 
ings)  after  latest  treatment  must  not 
be  used  for  food. 

§  520.2240b  Sulfaethoxypyridazine  tab¬ 
lets. 

(a)  Chemical  name.  N'-(6-Ethoxy-3- 
pyridazinyl)  sulfanilamide. 

(b)  Specifications.  Melting  point  range 
of  180"  C.  to  186*  C. 

(c)  Sponsor.  See  No.  010042  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  §  556.650 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  for 
cattle  as  follows : 

(1)  Amount.  2.5  or  15  grams  per  tablet. 

(1)  Indications  for  use.  Treatment  of 
respiratory  infections  (pneumonia,  ship¬ 
ping  fever),* foot  rot,  calf  scours;  as 
adjimctive  therapy  in  septicemia  accom¬ 
panying  mastitis  and  metritis. 

(ii)  Limitations.  Administer  25  milli¬ 
grams  per  pound  of  animal  weight  per 
day  for  4  days;  do  not  treat  within  16 
days  of  slaughter;  as  sole  source  of  sul¬ 
fonamide;  milk  that  has  been  taken  from 
animals  during  treatment  and  for  72 
hours  (6  milkings)  after  the  latest  treat¬ 
ment  must  not  be  used  for  food;  for  use 
only  by  or  on  the  order  of  a  licensed 
veterinarian. 

(2)  Amount.  15-gram  controlled  re¬ 
lease  tablets. 

(i)  Indications  for  use.  Treatment  of 
foot  rot  and  respiratory  infections  (ship¬ 
ping  fever  and  pneumonia)  caused  by 
sulfonamide-susceptible  pathogens  (.E. 
coli,  streptococci,  staphylococci,  Sphae- 
rophorus  necrophorus  and  Gram-nega¬ 
tive  rods  induing  PasteureUa) ;  for  use 
prophylactically  in  cattle  during  periods 


of  stress  for  reducing  losses  due  to  sul¬ 
fonamide  sensitive  disease  conditions. 

(ii)  Limitations.  Administer  100  milli¬ 
grams  per  pound  of  body  weight;  do  not 
treat  within  16  days  of  slaughter;  sis  sole 
source  of  sulfonsunide;  not  for  use  in 
lsu:tating  dsury  cows;  Federsd  law  re¬ 
stricts  this  drug  to  use  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  520.2260  Sulfamelliazine  tablets  and 
bolus. 

(a)  Chemical  name.  N'-(4,6-Dimeth- 
yl-2-pyrimidinyl)  sulfsuriilsimide. 

(b)  Sponsor.  See  No.  011519  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  S  556.670  of 
this  chapter. 

(d)  Conditions  of  use.  It  is  used  for 
oral  suiministration  to  nonlsictating  cattle 
SIS  follows: 

(1)  Amount.  22.5  grams  per  bolus. 

(2)  Indications  for  use.  For  treatment 
of  infectious  disease  in  which  the  causa¬ 
tive  organism  is  sensitive  to  sulfametha¬ 
zine;  for  the  prevention  of  bacterial  in¬ 
fections  associated  with  hemorrhsigic 
septicemia  (shipping  fever  complex) . 

(3)  Limitations.  One  bolus  peresu^  185 
to  200  pounds  of  body  weight;  do  not 
slaughter  for  food  within  21  days  of 
treatment;  Federsd  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarisui. 

§  520.2280  Sulfamethizole  and  methe- 
namine  mandelate  tablets. 

(a)  Specifications.  Esudi  tablet  con¬ 
tains  250  milllgrsuns  of  sulfsunethlzole 
and  250  milligrams  of  methensunlne 
mandelate. 

(b)  Sponsor.  See  No.  000046  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  Is 
indicated  for  the  treatment  of  urinsur 
tract  infections  in  dogs  luid  cats  such  as 
cystitis,  nephritis,  prostatitis,  urethritis, 
smd  pyelonephritis.  It  is  also  used  as  an 
aid  in  the  management  of  complications 
resulting  from  surgical  manipulations  of 
the  urinary  tract  such  as  removal  of 
calculi  from  the  bladder,  in  ureterosto¬ 
mies,  and  in  instnunentation  of  the 
urethra  and  bladder. 

(2)  It  is  administered  at  a  dosage  level 
of  one  tablet  for  each  20  pounds  of  body 
weight  given  three  times  per  day.  The 
drug  should  be  given  until  all  signs  are 
alleviated.  To  reduce  the  possibility  of 
a  relapse,  it  is  suggested  that  therapy  be 
continued  for  a  further  period  of  a  week 
to  10  days. 

(3)  I^eral  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  520.2300  Sulfainethoxj’pyri  d  a  z  i  n  e 
tablets. 

(a)  Chemickl  name.  N*-(6-methoxy- 
3-pyridazinyl)kulfanilamlde. 

(b)  Specifications.  Each  tablet  con¬ 
tains  250  or  500  milligrams  of  the  drug. 

(c)  Sponsor.'  See  No.  000071  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Conditiofis  of  use.  (1)  It  is  in¬ 
tended  for  use  in  dogs  and  cats  for 
sulfa-susceptible  gram-positive  and 
gram-negative  Jbacterial  infections. 
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(2)  It  is  administered  orally  at  the 
rate  of  20  to  30  milligrams  per  pound  of 
body  weight  dally.  Doses  exceeding  these 
amoimts  are  not  recommended.  Length 
of  treatment  will  depend  upon  clinical 
response.  Continue  treatment  until  pa* 
dent  is  asymptomatic  for  48  hours. 
Maintain  adequate  water  Intake  during 
prolonged  administration.  Discontinue 
drug  If  toxic  reactions  occur.  Jfot  for  use 
in  animals  which  are  raised  for  food 
production. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.2301  Acetyl  aulfamelhoxypyrida- 
zine  oral  suspenaion. 

(a)  Chemical  name.  N*-acetyl-N’-(6- 
methoxy-3-pyiidazlnyl)  sulfanilamide. 

(b)  Specifications.  Each  5  milliliters  of 
suspension  contains  250  milligrams  of 
sulfamethoxypyridazine. 

(c)  Sponsor.  See*No.  000071  in  $  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  Is  In¬ 
tended  for  use  In  dogs  and  cats  for  sulfa- 
susceptible  gram-positive  and  gram¬ 
negative  bacterial  infections. 

(2)  It  Is  administered  orally  at  the 
rate  of  20  to  30  milligrams  per  pound  of 
bo^  weight  dally.  Doses  exceeding  these 
amounts  are  not  recommended.  Length 
of  treatment  will  depend  upon  clinical 
response.  Continue  treatment  until  pa¬ 
tient  is  asjrmptomatlc  for  48  hours.  Main¬ 
tain  adequate  water  Intake  during  pro¬ 
longed  administration.  Discontinue  drug 
if  toxic  reactions  occur.  Not  for  use  in 
animals  which  are  raised  for  food 
production. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.2320  Sulfanitran  and  aklotnide  in 
combination. 

(a)  Chemical  names.  (1)  Sulfanitran: 
Acetyl- (p-nitrophenyl)  -sulfanilamide. 

(2)  Aklomide:  2-Chloro-4-nitrobenza- 
mide. 

(b)  Specifications.  (1)  Sulfanitran 
conforms  to  the  following  specifications: 

(1)  Melting  point  range:  260*  C.  to 
261*  C. 

(ii)  Assay  (by  sodium  nitrite  titra- 
ticm) :  97  to  100.5  percent. 

(ill)  Moisture  (method  No.  5.96  “Offi¬ 
cial  Methods  of  Analysis  of  the  Associa¬ 
tion  of  Official  Agricultmal  CTiemists,” ' 
8th  edition.  1955,  p.  64) :  Not  more  than 
2.0  percent. 

(iv)  Molecular  weight:  335.34. 

(V)  Soluble  in  O.IN  sodium  hydroxide, 
reprecipitating  imchanged  on  addifl- 
catlon. 

(2)  Aklomide  conforms  to  the  follow¬ 
ing  specifications: 

(i)  Minimum  melting  point:  170*  C. 

(11)  Moisture  content:  Not  to  exceed 
1.0  percent. 

(ill)  Purity:  Not  less  than  98  percent 
on  an  anhydroxis  basis. 

(c)  Sponsor.  See  No.  017210  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  §S  556.30 
and  556.680  of  this  chapter. 


>  Copies  may  be  obtained;  Association  of 
official  analytical  chemists.  P.O.  Box  540,  Ben¬ 
jamin  FranUm  Station,  Washington,  O.C. 
20044. 


FEDERAL 


(e)  Conditions  of  use.  It  is  used  in  the 
drinking  water  of  chickens  as  follows: 

(1)  Amount.  374-747  milligrams  of  sul¬ 
fanitran  with  477-954  milligrams  of  ak¬ 
lomide. 

(2)  Indications  for  use.  As  an  aid  in  the 
treatment  of  coccidiosis  caused  by  E. 
teneUa,  E.  necatrix,  and  E.  acervulina. 

(3)  Limitations.  Administer  for  2  days 
at  747  milligrams  of  sulfanitran  per  gal¬ 
lon  cuid  954  milligrams  of  aklomide  per 
gallon,  followed  by  5  days  at  374  milli¬ 
grams  of  sulfanitran  per  gallon  and  477 
milligrams  of  aklomide  per  gallon;  do  not 
treat  birds  over  6  weelu  of  age;  do  not 
administer  within  5  days  of  slaugditer; 
not  for  laying  chickens. 

§  520.2362  Hienium  closylate  tablets. 

(a)  Chemical  name.  (N,N-Dimethyl- 
N-2-phenoxyethyl-N-2'  -  thenylammo- 
nium) -p-chlorobenzenesulfonate. 

(b)  Specifications. — Thenlum  closy¬ 
late  tablets  contain  thenlum  closylate 
equivalent  to  500  milligrams  thenlum  as 
base  in  each  tablet. 

(c)  Sponsor.  See  No.  011492  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  Tab¬ 
lets  are  administered  orally  to  dogs  as  a 
single  day  treatment  of  canine  ancylos¬ 
tomiasis  by  the  removal  from  the  intes¬ 
tines  of  the  adult  forms  of  the  species 
Ancylostoma  caninum  and  Uncinaria 
stenocephala  (hookworms) .  Dogs  weigh¬ 
ing  10  pounds  and  over  are  administered 
1  tablet  as  a  single  dose.  Dogs  weighing 
5  to  10  pounds  are  administered  one-half 
tablet  twice  during  a  single  day.  All 
dosages  are  given  for  1  day  only.  The 
treatment  should  be  repeated  after  2  or 
3  weeks. 

(2)  Suckling  puppies  or  recently 
weaned  puppies  weighing  less  than  5 
pounds  should  not  be  treated  with  the 
drug.  Animals  that  are  severely  Im'ected, 
exhibiting  evidence  of  intestinal  hemor¬ 
rhage,  debilitation,  and  anemia,  should 
be  given  supportive  treatment. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.2380  Thiabendazole  oral  dosage 
forms. 

§  520.2380a  Thiabendazole  top  dressing 
and  mineral  protein  feed  block. 

(a)  Chemical  name.  2-(4-Thiazolyl)- 
benzimidazole. 

(b)  Specifications.  Conforms  to  NJ. 
XII. 

(c)  Sponsor.  (1)  See  No.  017800  in 
E  510.600(c)  of  this  chapter  for  the  spon¬ 
sor  of  the  usage  provided  by  paragraph 

(e)(1)  of  this  section. 

(2)  See  No.  000006  in  8  510.600(c)  ol 
this  chapter  for  the  sponsor  of  the  usages 
provided  for  by  paragraph  (e)  of  this 
section  and  SS  520.2380b  and  520.238C)c. 

(3)  See  No.  021930  in  $  510.600(c)  of 
this  chapter  for  the  sponsor  of  the  usage 
provided  for  by  paragraph  (e)  (2)  of  this 
section. 

(d)  Related  tolerances.  See  f  556.730 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  as 
follows: 


(1)  Horses — (1)  Route  of  administra¬ 
tion.  In  feed,  as  a  top  dressing. 

(a)  Amount.  2  grams  per  100  poimds 
of  body  weight. 

(b)  Indications  for  use.  For  control  of 
large  strongyles,  small  strongyles,  pin- 
worms,  and  threadworms  (including 
members  of  the  genera  Strongylus,  Cy- 
athostomum,  Cylicobrachytus.  and  re¬ 
lated  genera,  Craterostomum,  Oesopha- 
godontus,  Poteriostomum,  Oxyuris,  and 
Strongyloides) . 

(c)  Limitations.  Add  to  the  usual  feed 
of  horses  mixed  into  that  amount  of  the 
feed  normally  consumed  at  one  feeding- 
Warning:  Not  for  use  in  horses  intended 
for  food. 

(ii)  Route  of  administration.  In  feed. 

(a)  Amount.  2  grams  per  100  poimds 
of  body  weight. 

(1)  Indications  for  use.  For  control  of 
large  and  small  strongyles,  Strongyloides, 
and  pinworms  of  the  genera  Strongylus, 
Cyathostomum,  Cylicobrachytus  and  re¬ 
lated  genera,  Craterostomum,  Oesopha- 
godontus,  Poteriostomum,  Oxyuris, 
Strongyloides,  and  Parascaris. 

(2)  Limitations.  Administer  in  a  single 
dosage  mixed  with  the  normal  grain 
ration  given  at  one  feeding.  Warning: 
Not  for  use  in  horses  intended  for  food. 

(b)  Amount.  4  grams  per  100  pounds 
of  body  weight. 

(1)  Indications  for  use.  FV>r  control  of 
ascarids  of  the  genera  Strongylus,  Cy¬ 
athostomum,  Cylicobrachytus  and  re¬ 
lated  genera,  Craterostomum,  Oesopha- 
godontus,  Poteriostomum,  Oxyuris, 
Strongyloides,  and  Parascaris. 

(2)  Limitations.  Administer  in  a  single 
dosage  mixed  with  the  normal  grain  ra¬ 
tion  given  at  one  feeding.  Warning:  Not 
for  use  in  horses  intended  for  food. 

(2)  Cattle — (i)  Route  of  administra¬ 
tion.  In  feed  block. 

(ii)  Amount.  3.3  percent  consumed  at 
the  recommended  level  of  0.11  pound  per 
100  pounds  of  body  weight  per  day. 

(iii)  Indications  for  use.  For  control 
of  infections  of  gastrointestinal  round- 
worms  (members  of  the  genera  Tricho- 
strongylus,  Haemonchus,  Ostertagia  and 
Cooperia  species) . 

(iv)  Limitations.  Administer  to  cattle 
on  pasture  or  range  accust(xned  to  min¬ 
eral  protein  block  feeding  for  3  days  when 
3.3  percent  is  consumed  at  the  recom¬ 
mended  level  of  0.11  pound  per  100 
pounds  of  body  weight  per  day.  Milk 
taken  from  animals  during  treatment 
and  within  96  hours  (8  milkings)  after 
the  latest  treatment  must  not  be  used  for 
food.  Do  not  treat  cattle  within  3  days 
of  slaughter.  For  a  satisfactory  diagno¬ 
sis,  a  microscopic  fecal  examination 
should  be  performed  by  a  veterinarian 
or  diagiK)stic  laboratory  prior  to  worm¬ 
ing.  Animals  maintained  under  condi¬ 
tions  of  constant  worm  exposure  may  re¬ 
quire  re-treatment  within  2  to  3  weeks. 
Animals  that  are  severely  parasiUzed, 
sick,  or  off  feed  should  be  isolated  and 
a  veterinarian  consulted  for  advice  con¬ 
cerning  treatment. 

§  520.2380b  Thiabendazole  drench  or 
oral  paste. 

(a)  Chemical  name.  2-(4-Thlazolyl) 
benzimidazole. 
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(b)  Specifications.  Conforms  to  NJ. 
XU. 

(c)  Sponsor.  (1)  See  No.  017800  in 
§  510.600(c)  of  this  chapter  for  the  spon¬ 
sor  of  the  usage  provided  by  S  520.2380a 
(e)(1). 

(2)  See  No.  000006  in  S  510.600(0  of 
this  chapter  for  the  sponsor  of  the  usages 
provided  for  by  paragraph  (e)  of  this 
section  and  $  520.2380c. 

(3)  See  No.  021930  in  §  510.600(c)  of 
this  chapter  for  the  sponsor  of  the  usage 
provided  for  by  S  520.2380a(e)  (2). 

(d)  Related  tolerances.  See  S  556.730 
of  this  chapter. 

(e)  Coriditions  of  use.  It  is  used  as  fol¬ 
lows; 

( 1 )  Horses.  As  a  single  liquid  oral  dose, 
as  a  drench  or  administered  by  stomach 
tube. 

(1)  Amount.  2  grams  per  100  pounds  of 
body  weight. 

(a)  Indications  for  use.  Control  of  in¬ 
fections  with  Strongylus  spp.,  Cyathos- 
tomum  spp.,  Cylicdbrachytus  spp.,  and 
related  genera:  Craterostomum  spp., 
Oesophagodontus  spp.,  Poteriostomum 
spp.,  Oxyuris  spp.,  and  Strongyloides 
spp. 

(b)  Limitations.  Not  for  use  in  horses 
to  be  slaughtered  for  food  purposes;  for 
use  only  by  or  on  the  order  of  a  licensed 
veterinarian. 

(ii)  Amount.  4  grams  per  100  pounds 
of  body  weight. 

(a)  Indications  for  use.  Control  of  in¬ 
fections  of  gastrointestinal  ascarids 
(genera  Parascaris  spp.). 

(b)  Limitations.  Not  for  use  in  horses 
to  be  slaughtered  for  food  purposes;  for 
use  only  by  or  on  the  order  of  a  licensed 
veterinarian. 

(2)  Piffs.  As  an  oral  paste. 

(i)  Amount.  200  milligrams  for  each 
5  to  7  pounds  of  body  weight  per  dose. 

(ii)  Indications  for  use.  For  control  of 
infections  witti  Strongyloides  ransomi. 
These  infections  are  commonly  found  in 
Southeastern  United  States. 

(iii)  Limitations.  Administer  to  baby 
pigs  (1  to  8  weeks  of  age).  Treatment 
may  be  repeated  in  5  to  7  days  if  neces¬ 
sary.  Before  treatment,  obtain  an 
accurate  diagnosis  from  a  veterinarian  or 
diagnostic  laboratm^.  Do  not  treat  within 
30  days  of  slaughter. 

(3)  Cattle.  Orally  in  paste  form  using 
a  dosing  gun  desired  for  the  product. 

(i)  Amount.  3  grams  per  100  pounds  of 
body  weight. 

(a)  Indications  for  use.  For  Tricho- 
strongylus  spp.,  Haemonchus  spp., 
Neamtodirus  spp.,  Ostertagia  spp.,  and 
Oesophagostomum  radiatum. 

(b)  Limitations.  Fw  most  effective  re¬ 
sults,  severely  parasitized  animals  or 
those  constantly  exposed  to  helminth  in¬ 
fection  should  be  re-treated  every  2  to 
3  we^s.  Milk  taken  from  treated  animals 
within  96  hours  (8  milkings)  after  the 
latest  treatment  must  not  be  used  for 
food.  Do  not  treat  cattle  within  3  days  of 
slaughter.  For  a  satisfactory  diagnosis, 
a  microscopic  fecal  examination  should 
be  performed  prior  to  worming. 

(ii)  Amount.  5  grams  per  100  pounds 
of  body  weight. 


(a)  Indications  for  use.  Fw  Cooperia 
spp.  or  severe  infecticms  with  the  other 
species. 

(b)  Limitations.  For  most  effective  re¬ 
sults,  severely  parasitized  animals  or 
these  constantly  exposed  to  helminth  in¬ 
fection  should  be  re-treated  every  2  to 
3  weeks.  Milk  taken  from  treated  ani¬ 
mals  within  96  hours  (8  milkings)  after 
the  latest  treatment  must  not  be  used 
for  food.  Do  not  treat  cattle  within  3 
days  of  slaughter.  For  a  satisfactory  di¬ 
agnosis,  a  microscopic  fecal  examination 
should  be  performed  priof  to  worming. 

§  520.2380c  Thiabendazole  bolus. 

(a)  Chemical  name.  2-(4-Thiaaolyl) 
benzimidazole. 

(b)  Specifications.  Conforms  to  N.F. 

xn. 

(c)  Sponsor.  (1)  See  No.  017800  in 
§  510.600(c)  of  this  chapter  for  the  spon¬ 
sor  of  the  usage  provided  for  by  §  520.- 
2380a(e)(l). 

(2)  See  No.  000006  in  !  510.600(c)  of 
this  chapter  for  the  sponsor  of  the  usages 
provided  for  by  paragraph  (e)  of  this 
section  and  SS  520.2380a  and  520.2380b. 

(3)  See  No.  021930  in  §  510.600(c)  of 
this  chapter  for  the  sponsor  of  the  usage 
provided  for  by  {  520.2380a(e)  (2). 

(d)  Related  tolerances.  See  S  556.730  of 
this  chapter. 

(e)  Conditions  of  use.  It  is  used  as 
follows: 

(1)  Cattle.  In  a  bolus  or  in  liquid  form. 

(1)  Amount.  3  grams  p>er  100  pounds  of 
body  weight. 

(a)  /Tuitcafions /or  ttse.  Control  of  in¬ 
fections  of  gastrointestinal  roimdworms 
(genera  Trichostrongylus  spp.,  Haemon¬ 
chus  spp.,  Nematodirus  spp.,  Ostertagia 
spp.,  and  Oesophagostomum  radiatum). 

(b)  Limitations.  As  a  single  oral  dose; 
as  a  drench  or  bolus;  may  repeat  once  in 

2  to  3  weeks;  do  not  treat  animals  within 

3  days  of  slaughter;  milk  taken  from 
treat^  animals  within  96  hours  (8  milk¬ 
ings)  after  the  latest  treatment  must  not 
be  used  for  food. 

(ii)  Amount.  5  grams  per  100  pounds 
of  body  weight. 

(a)  Indications  for  use.  Control  of 
severe  infections  of  gastrointestinal 
roundworms  (genera  Trichostrongylus 
spp.,  Haemonchus  spp.,  Nematodirus 
spp.,  Ostertagia  spp.,  and  Oesophagosto¬ 
mum  radiatum).  Control  of  Infections 
with  Cooperia  spp. 

(b)  Limitations.  As  a  single  oral  dose; 
as  a  drench  or  bolus;  may  repeat  once  in 

2  to  3  weeks;  do  not  treat  animals  within 

3  days  of  slaughter:  milk  taken  from 
treated  animals  within  96  hours  (8  milk¬ 
ings)  after  the  latest  treatment  must  not 
be  used  for  food. 

(2)  Sheep  and  goats.  In  a  bolus  or  in 
liquid  form. 

(i)  Amount.  2  grams  per  100  pounds  of 
body  weight. 

(ii)  Indications  for  use.  Control  of  in¬ 
fections  of  gastrointestinal  roundworms 
in  sheep  and  goats  (genera  Tricho¬ 
strongylus  spp.,  Haemonchus  spp.,  Oster¬ 
tagia  spp.,  Cooperia  spp.,  Nematodirus 
spp.,  Bunostomum  spp.,  Strongyloides 
spp.,  Chabertia  spp.,  and  Oesophagosto¬ 


mum  spp.) ;  sdso  active  from  3  hours  to 
3  days  following  treatment  against  ova 
and  larvae  passed  by  sheep  (good  ac¬ 
tivity  against  T.  coiubriformis  and  axei, 
Ostertagia  spp.,  Bunostomum  spp.,  Ne¬ 
matodirus  spp.,  and  Strongyloides  spp.; 
less  effective  against  Haemonchus  con- 
tortus  and  Oesophagostomum  spp.) 

(iii)  Limitations.  As  a  single  oral  dose; 
as  a  drench  or  bolus;  do  not  treat  ani¬ 
mals  within  30  days  of  slaughter;  milk 
taken  from  treated  animals  within  96 
hours  (8  milkings)  after  the  latest  treat¬ 
ment  must  not  be  used  for  food;  in  severe 
infections  in  sheep,  treatment  should  be 
repeated  in  2  to  3  weeks. 

(3)  Goats.  In  a  bolus  or  in  liquid  form. 

(1)  Amount.  3  grams  per  100  poimds  of 
body  weight. 

(ii)  Indications  for  use.  (Control  of 
severe  infections  of  gastrointestinal 
roundworms  (genera  Trichostrongylus 
spp.,  Haemonchus  siff>.,  Ostertagia  spp., 
Cooperia  spp.,  Nematodirus  spp.,  Buno¬ 
stomum  spp.,  Strongyloides  spp.,  Cha¬ 
bertia  spp.,  and  Oesophagostomum  spp.) . 

(iii)  Limitations.  As  a  single  oral  dose; 
as  a  drench  or  bolus;  do  not  treat  ani¬ 
mals  within  30  days  of  slaughter;  milk 
taken  from  treated  animals  within  96 
hours  (8  milkings)  after  the  latest  treat¬ 
ment  must  not  be  used  for  food;  treat¬ 
ment  should  be  repeated  in  2  to  3  weeks. 

§  520.2380d  Thiabendazole,  piperazine 
citrate  suspenzion. 

(a)  Specifications.  Each  fluid  ounce  of 
suspension  contains  2  grams  of  thiaben¬ 
dazole  and  2.5  glams  of  piperazine  (from 
piperazine  citrac) . 

(b)  Sponsor.  See  No.  000006  in  S  510.- 
600(c)  of  this  c'^pter. 

(c)  Conditii  of  use.  (1)  It  is  admin¬ 
istered  to  hors  ^  by  stomach  tube  or  as 
a  drench  at  the  rate  of  1  fluid  ounce  of 
suspea‘:ion  per  100  poimds  of  body  weight 
for  the  control  of  large  strongyles,  small 
strongyles,  pin  worms,  Strongyloides  and 
ascarids  (including  members  of  the 
genera  Strongylus  spp.,  Cyathostomum 
spp.,  Cylicobrachytus  spp.  and  related 
genera  Craterostomum  spp.,  Oesophago¬ 
dontus  spp.,  Poteriostomum  spp.,  Oxyuris 
spp.,  Strongyloides  spp.,  and  Parascaris 
spp). 

(2)  Do  not  use  in  horses  intended  to 
be  used  for  food  purposes. 

(3)  For  use  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  520.2460  Tirarbodine  oral  dosage 
forms. 

§  520.2460a  Ticarbodine  tablets. 

(a)  Specifications.  Ticarbodine  tab¬ 
lets,  veterinary  contain  90,  225,  or  900 
milligrams  of  ticarbodine  per  tablet. 

(b)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  used  in  dogs  for  the  removal  off  round- 
worms  (Toxocara  canis),  hookworms 
(Ancylostoma  caninum  and  Uncinaria 
stenocephala) ,  and  tapeworms  iDipyU- 
dium  caninum  and  TaenUi  pisiformis). 

(2)  Dosage  is  administered  at  45  mil¬ 
ligrams  of  the  drug  per  pound  of  bo^ 
weight  in  a  single  dose.  Dosage  may  be 
repeated  in  21  days. 
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(3)  Federal  law  restricts  this  drug  to 
use  by  or-  on  the  order  of  a  licensed 
veterinarian. 

§  520.2460b  Ticarbodine  capsules. 

(a)  Specifications.  Each  capsule  con¬ 
tains  90,  225,  450,  or  900  milligrams  of 
ticarbodine. 

(b)  Sponsor.  See  No.  000986  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs  for  removal  of  roundworms 
iToxocara  canis),  hookworms  (Ancylo- 
stoma  caninum  and  Undnaria  steno- 
cephala),  and  tapeworms  IDipylidium 
caninum  and  Taenia  pisiformis) . 

(2)  Dosage  is  administered  orally  as  a 
single  dose  at  45  milligrams  per  lb.  of 
body  weight.  Dosage  may  be  repeated  at 
21 -day  intervals. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.2480  Triamcinolone  taUets. 

(a)  Chemical  name.  0-Fiuoro-ll/s,16«. 
17,21  -  tetrahydroxy  -  pregna  -  1,4  • 
diene-3,20-dlone. 

(b)  Specifications.  Bach  tablet  con* 
tains  0.5  milligram  of  the  drug. 

(c)  Sponsor.  See  No.  010042  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Conditiont  of  use.  (1)  ITie  drug  is 
indicated  for  use  in  dogs  and  cats  for 
its  anti-inflammatory  activity. 

(2)  The  dosage  range  for  dogs  is  0.25 
milligram  to  2.0  milligrams  per  day  for 
7  days  and  the  dosage  range  for  cats  is 
0.25  miUlgram  to  OJI  milligram  per  day 
for  7  days.  Daily  dosage  may  be  ^ven  in 
two  or  more  divided  doses.  Dosage  must 
be  adjusted  to  the  response  of  the  indi¬ 
vidual  animal.  Generally,  initUd  dosages 
are  at  the  higher  range  and  when  the 
response  is  satisfactory,  the  dosage  is 
gradually  reduced  until  a  minimum  ade¬ 
quate  dose  is  obtained.  Dosage  may  be 
repeated  when  necessary.  Daily  dosage 
may  be  given  in  two  or  more  divided 
doses. 

(3)  Clinical  and  experimental  data 
have  demonstrated  that  corticosteroids 
administered  orally  or  parenterally  to 
animals  may  induce  the  first  stage  of 
parturition  when  administered  during 
the  last  trimester  of  pregnancy  and  may 
precipitate  premature  parturition  fol¬ 
lowed  by  dystocia,  fetal  death,  retained 
placenta,  and  metritis.  Side  reactions 
such  as  weight  loss,  anorexia,  diarrhea, 
polydypsia  and  polyuria  may  occur. 

(4)  FOr  use  only«by  or  on  the  order 
of  a  licensed  veterinarian. 

§  520.2481  Triamcinolone  acetonidr 
tablets. 

(a)  Chemical  name.  9-Fluro-ll/3,16a. 
17,21  -  tetrahydroxypregna-1.4-diene  -  3. 
20-dione  cji’cllc  16.17-acetal  with  acetone. 
.  (b)  Specifications.  Each  tablet  con¬ 
tains  either  0.5  milligram  or  1.5  milli¬ 
grams  of  the  drug. 

(c)  Sponsor.  See  No.  000003  in  S  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug 
Is  indicated  for  use  in  dogs  and  cats  for 
its  anti-inflammatory  activity. 

.(2)  An  initial  daily  dosage  of  0.05 
milligram  per  pound  of  body  weight  is 


usually  sufficient  to  control  symptoms, 
although  up  to  0.1  milligram  per  pound 
of  body  weight  may  be  given  daily  If 
response  to  the  smaller  dose  is  in¬ 
adequate.  As  soon  as  feasible,  and  in  any 
case  within  2  weeks,  dosage  should  be 
reduced  gradually  to  maintenance  levels 
of  0.0125  to  0.025  milligram  per  pound  of 
body  weight  per  day.  Therapy  should  be 
discontinued  by  a  gradual  reduction  in 
dosage  after  the  condition  has  been  con¬ 
trolled  for  several  days.  Therapy  may  be 
Initiated  with  a  single  dose  of  sterile  tri¬ 
amcinolone  acetonlde  suspension  veteri¬ 
nary  in  which  case  the  tablet  dosage 
should  be  administered  beginning  5  to  7 
days  after  the  injection  or  when 
symptoms  reappear. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  520.2520  Tricblorfon  oral  dosage 
forms. 

§  520.2520a  Tricblorfon  oral. 

(a)  Chemical  name.  Dimethyl  2,2,2- 
trlchloro-1 -hydroxy  ethyl  phosphonate. 

(b)  Sponsor.  See  Nos.  017800,  017135, 
and  000859  in  §  510.600(c)  of  this 
chapter. 

(c)  Special  considerations.  Tills  drug 
is  a  cholinesterase  inhibitor.  Do  not  use 
this  product  on  animals  simultaneously 
or  within  a  few  days  before  or  after 
treatment  with  or  exposure  to  cholines¬ 
terase-inhibiting  drugs,  pesticides,  or 
chemicals. 

(d)  Conditions  of  use.  (1)  It  is  in¬ 
tended  for  use  in  horses  for  the  removal 
of  bots  IQasterophilus  spp.),  ascarids 
IParascaris  eguorum),  and  pinworms 
(Oxyuris  egui) . 

(2)  Mix  the  drug,  either  dry  or  dis¬ 
solved  in  water,  in  feed  and  administer 
at  the  rate  of  4.5  grams  of  tricblorfon 
per  250  pounds  of  body  weight.  The  drug 
Is  to  be  consumed  at  one  feeding.  Treat¬ 
ment  should  be  repeated  at  3-  to  4- 
month  intervals.  Do  not  repeat  treat¬ 
ment  more  frequently  than  every  30 
df^.  Do  not  treat  horses  to  be  used  for 
food.  Do  not  treat  sick  or  debilitated 
horses,  colts  imder  4  months  of  age, 
mares  in  the  last  month  of  pregnancy, 
or  animals  other  than  horses.  Do  not 
administer  intravenous  anesthetics,  es¬ 
pecially  muscle  relaxants,  for  a  p^od 
of  2  weeks  after  treatment. 

§  520.2520b  Tricblorfon  and  atropine. 

(a)  Chemical  name.  (1)  For  trichlor- 
fon:  O.O-Dimethyl  2,2,2-trichloro-l- 
hydroxyethyl  phosidionate. 

(2)  For  atropine:  Atropine NJF. 

(b)  Sponsor.  See  No.  000856  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  used  for  the  treatment  of  Syphacta 
oboelata  (pinworm)  in  laboratory  mice. 

(2)  It  is  administered  in  distilled 
water  as  sole  source  of  drinking  water 
continuously  for  7  to  14  days  at  1.67 
grams  of  tricblorfon  and  7.7  milligrams 
of  atropine  per  liter. 

(3)  Prepare  fresh  solution  every  3 
days.  Do  not  use  simultaneously  with 
other  drugs,  insecticides,  pesticides,  or 
chemicals  having  cholinesterase  activl^, 
nor  within  7  days  before  or  after  treat¬ 


ment  with  any  other  cholinesterase  in¬ 
hibitor. 

(4)  Restricted  to  use  by  or  on  the 
order  of  a  licensed  veterinarian. 

§  520.2560  Trifluomeprazine  tablets. 

(a)  Chemical  name.  Phenothlazlne, 
10-13-(dlmethylamlno)  -  2  -  methyl-pro- 
pyl]-2-(triflnoromethyl) .  maleate. 

(b)  Specifications.  Trifluomeprazine 
tablets,  veterinary,  contain  10  milligrams 
of  trifluomeprazine  in  each  tablet. 

(c)  Sponsor.  See  No.  011519  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  tablets 
are  administered  orally  to  dogs  for  tran- 
quillzation  and  chemical  restraint  at  a 
dosage  level  of  to  1  milligram  per 
pound  of  body  weight  once  or  twice  dally 
as  required. 

(2)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.2582  Triflupromazine  bydrocblo- 
ride  tablets. 

(a)  Specifications.  Each  tablet  con¬ 
tains  either  10  milligrams  or  25  milli¬ 
grams  of  triflupromazine  hydrochloride. 

(b)  Sponsor.  See  No.  000003  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs  and  cats  to  relieve  anxiety 
and  to  help  control  psychomotor  over- 
activity  as  well  as  to  increase  the  toler¬ 
ance  of  animals  to  pain  and  pnudtus. 
The  drug  is  indicated  in  various  office 
and  clinical  procedures  which  require 
the  aid  of  a  tranquilizer,  antiemetic,  or 
preanesthetic. 

(2)  The  drug  is  administered  orally  to 
dogs  and  cats  at  a  dosage  level  of  1  to  2 
milligrams  per  pound  of  body  weight 
daily:  an  initial  dosage  at  the  2-mllll- 
grams  level  is  suggested  followed  by 
daily  doses  at  the  1 -milligram  level.  Fre¬ 
quently,  the  drug  may  be  withdrawn 
after  4  to  5  days,  with  drug  effect  con¬ 
tinuing  after  withdrawal. 

(3)  Do  not  use  in  conjunction  with  or- 
ganophosphates  and/or  procaine  hydro¬ 
chloride,  because  phenothiazines  may 
potentiate  the  toxicity  of  organophos- 
phates  and  the  activity  of  procaine 
hydrochloride. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.2604  Trimeprazinc  tartrate  and 
prednisolone  tablets. 

(a)  Specifications.  Each  tablet  con¬ 
tains  :  trimeprazine  tartrate.  5  milli¬ 
grams;  and  prednisolone.  2  milligrams. 

(b)  Sponsor.  See  No.  011519  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
administered  orally  to  dogs  for  the  relief 
of  itching  regardless  of  cause;  reduction 
of  inflammation  commonly  associated 
with  most  skin  disorders  of  dogs  such  as 
eczema,  caused  by  internal  disorders, 
otitis,  and  dermatitis,  aUerglc,  parasitic, 
pusttilar  and  nonspe^c.  It  is  also  used 
in  dogs  as  adjunctive  therapy  in  various 
cough  conditions  including  treatment  of 
“kennel  cough”  or  tracheobronchitis, 
bronchitis  including  allergic  bronchitis, 
in  tonsillitis,  acute  upper  respiratory  in- 
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f  ections  and  coughs  of  ncmspeciflc  origin. 
The  product  may  also  be  administered  to 
dogs  suffering  from  acute  or  chrtmic  bac¬ 
terial  infections,  provided  the  infection 
is  controlled  by  appropr^te  antibiotic  or 
chemotherapeutic  agents. 

(2)  The  drug  is  administered  orally  at 
an  initial  dosage  level  of  teblet  twice 
daily  to  dogs  weighing  up  to  10  pounds, 
one  tablet  twice  daily  to  dogs  weighing 
11  to  20  poimds,  two  tablets  twice  daih’ 
to  dogs  weighing  21  to  40  pounds,  and 
three  tablets  twdce  daily  to  dogs  weigh¬ 
ing  over  40  pounds.  After  4  days,  the 
dosage  is  reduced  to  approximately  ^ 
the  initial  dosage  or  to  an  amount  Just 
sufficient  to  maintain  remission  of  symp¬ 
toms.  Dosages  in  individual  cases  may 
vary  and  should  be  adjtisted  until  pnq?er 
response  is  obtained. 

(3)  Do  not  use  the  drug  in  cases  of 
viral  infections  involving  comeal  ulcera¬ 
tion  or  dendritic  ulceration  of  the  cornea. 

(4)  Clinicstl  and  experimental  data 
have  demonstrated  that  corticosteroids 
administered  orally  or  parenterally  to 

may  induce  the  first  stage  of 
parturition  when  administered  during 
the  last  trimester  of  pregnancy  and  may 
prech>itate  premature  parturition  fol¬ 
lowed  by  dystocia,  fetal  death,  retained 
placenta,  and  metritis 

(5)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  520.2&40  Tyimin. 

(a)  Specifications.  Tylosin  is  the  anti¬ 
biotic  substance  produced  by  growth  of 
Streptomyces  fradiae  or  the  same  anti¬ 
biotic  substance  produced  by  any  other 
means. 

(b)  Sponsor.  See  No.  000986  in  S  510.- 
600Cc)  of  this  chapter. 

(c)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (e)  of 
this  section  refer  to  the  activity  of  the 
appropriate  standard. 

(d)  Related  tolerances.  See  i  556.740 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
drinking  water  of  animals  as  follows: 

(1)  Chickens — (i)  Amount.  2  grams 
per  gallon. 

(ii)  Indications  for  use.  Aid  in  the 
treatment  of  chrcmic  respiratory  disease 
(CRD)  caused  by  Mycoplasma  gaUisep- 
ticum  sensitive  to  tylosin  in  broiler  and 
replacemoit  chickens.  For  the  control 
of  chronic  respiratory  disease  (CRD) 
caused  by  Mycoplasma  gailisepticum 
sensitive  to  tylosin  at  time  of  vaccina¬ 
tion  or  other  stress  in  chickens.  For  the 
control  of  chronic  respiratory  disease 
(CRD)  caused  by  Mycoplasma  synoviae 
sensitive  to  tylosin  in  broiler  chickms. 

(ill)  Limitations.  Do  not  use  in  layers 
producing  eggs  for  human  consumption; 
administer  from  1  to  5  days  as  sole  source 
of  drinking  water;  treated  chickens 
should  consume  enough  medicated  drink¬ 
ing  water  to  provide  50  milligrams  of 
tylosin  per  pound  of  body  weight  per 
day;  prepare  a  fresh  solution  every  3 
days;  do  not  administer  within  24  hours 
of  slaughter;  as  tylosin  tartrate. 

(2)  Turkeys — (i)  Amount.  2  grams  per 
gallcm. 


(ii)  Indications  for  use.  Maintaining 
weight  gains  and  feed  efficiency  in  the 
presence  of  infectious  sinusitis  caused  by 
Mycoplasma  gailisepticum  sensitive  to 
tylosin. 

(iii)  Limitations.  Do  not  use  in  layers 
producing  eggs  for  human  consumption; 
administer  from  2  to  5  days  as  sole  source 
of  drinking  water;  treated  turkeys 
should  consume  enough  medicated  drink¬ 
ing  water  to  provide  60  milligrams  of 
tylosin  per  pound  of  body  weight  per 
day;  prepare  a  fresh  solution  every  3 
days;  when  sinus  swelling  is  present,  in¬ 
ject  the  sinus  with  tylosin  injectable 
simultaneously  with  the  drinking  water 
treatment;  do  not  administer  within  5 
days  of  slaughter;  as  tylosin  tartrate. 

(3)  Swine — (i)  Amount.  0.25  gram  per 
gallon. 

(ii)  Indications  for  use.  For  the  control 
and  treatment  of  swine  dysentery 
< bloody  scours)  caused  by  pathogens  sen¬ 
sitive  to  tylosin. 

(iii)  Limitations.  As  only  source  of 
drinking  water  for  3  to  10  days,  depend¬ 
ing  on  the  severity  of  the  condition  being 
treated:  mix  fresh  solution  daily;  pre¬ 
sent  as  tylosin  base ;  medication  must  be 
withheld  from  animals  48  hours  prior  to 
slaughter. 


PART  522— IMPLANTATION  OR  INJECT¬ 
ABLE  DOSAGE  FORM  NEW  ANIMAL 
DRUGS  NOT  SUBJECT  TO  CERTIFICA¬ 
TION 


Sec. 
522.23 
522  44 
522.62 

522.82 

522.144 

522.161 


522.163 


522.204 

522281 

522.340 

522.380 


522.443 

522.480 

522.540 

522.564 

522.640 
522  723 

522.740 

522.784 

522.800 

522 A42 

522 244 
522.863 

522283 

522.940 

522260 

522.961 

522.1020 

522.1044 

522.1060 


Acepromazine  maleate  injectable. 

Sterile  sodium  acetazolamide. 

Aminopentamide  hydrogen  sulfate 
Injection. 

Aminopropazine  fumarate  sterile 
solution  injection. 

Arsenamide  sodium  aqueoiis  injec¬ 
tion. 

Betamethasone  acetate  and  be¬ 
tamethasone  dlsodlum  phos¬ 
phate  aqueous  suspension. 

Betamethasone  diprOpionate  and 
betamethasone  sodium  phos¬ 
phate  aqueous  suspension 

Boldenone  undecylenate  injection. 

Calcium  dlsodlum  edetate  injec¬ 
tion. 

Cephaloridine  injection. 

Chloral  hydrate,  pentobarbital,  and 
magnesium  sulfate  sterile  aque¬ 
ous  solution. 

Chlorpromazlne  hydrochloride  in¬ 
jection. 

Repository  cortlcotrc^in  injection. 

Dexamethasone  solution. 

Sodium  dlatrlzoate  and  meglumine 
dlatrlzoate  Injection. 

DlethylstUbestroi. 

Dlprenorphlne  hydrochlMlde  in¬ 
jection. 

Dlsophenol  injection. 

Doxylamlne  succinate  injection. 

Droperldol  and  fentanyl  citrate  in¬ 
jection. 

Estradiol  benzoate  and  testosterone 
propionate  in  combination. 

EstradlcH  monopalmltate. 

Ethylisobutrazlne  hydrochloride 
injection. 

Etorphine  hydrochloride  injection. 

Colloidal  ferric  oxide  Injection. 

Flumethasone  suspension. 

Flumethasone  acetate  injection. 

Gelatin  solution. 

Gentamicin  sulfate  injection. 

Glyceryl  gualacotate  sterUe  powder. 


"Sec. 

522.1081  Chorionic  gonadotropin  for  injec¬ 
tion;  chorionic  gonadotropin 
suspension. 

522.1143  Hexylcalne  hydrochloride  injection. 

522.1182  Iron  dextran  complex  injection. 

522.1183  Iron  hydrogenated  dextran  injec¬ 

tion. 

522.1204  Kanamycln  sulfate  injection. 
522.1222  Ketamine  hydrochloride  Injection. 
522.1244  Levamisole  phosphate  injection. 
522.1260  Llncomycln  Injection. 

522.1362  Meglumine  dlatrlzoate  and  sodium 
dlatrlzoate  injection. 

£22.1380  Methocarbamol  Injection. 

522.1404  Sodium  methohexital  for  injection. 
522.1462  Naloxone  hydrochloride  injection. 
522.1484  Neomycin  sulfate  sterile  solution. 
522.1503  Neostigmine  methylsulfate  injec¬ 
tion. 

522.1563  Nitrofurantoin  sodium  injection. 
522.1620  Orgotein  for  injection. 

522.1642  Oxymorphone  hydrochloride  injec¬ 
tion. 

522.1662  Oxytetracycline  hydrochloride  im¬ 
plantation  or  injectable  dosage 
forms. 

522.1662a  Oxirtetracycllne  hydrochloride  in¬ 
jection. 

522.1662b  Oxytetracycline  hydrochloride  with 
lidocalne  injection. 

522.1680  Oxytocin  injection. 

522.1704  Sodium  pentobarbital  injection. 
522.1720  Phenylbutazone  injection. 

522.1800  Piperacetazlne  Injection. 

522.1820  Pituitary  luteinizing  hormone  for 
injection. 

522.1862  Sterile  pralidoxlme  chloride. 

522.1880  Sterile  prednisolone  suspension. 

522.1881  Sterile  prednisolone  acetate  aque¬ 

ous  suspension. 

522.1884  Prednisolone  sodium  succinate  in¬ 

jection. 

522.1885  Prednisolone  tertiary  butylacetate 

suspension. 

522.1920  Prochlorperazine,  Isopropamlde  for 
injection. 

522.1940  Progesterone  and  estradiol  benzo¬ 
ate  in  combination. 

522.1962  Promazine  hydrochloride  Injection. 
522.2002  Proplopromazlne  hydrochloride  in¬ 
jection. 

522.2022  Protokylol  hydrochloride  injection. 
522.2063  Pyrllamine  maleate  injection. 
522.2100  Selenium,  vitamin  E  injection. 
522.2120  Spectlnomycln  injection. 

522.2200  Sulfachlorpyrldazine. 

522.2220  Sulfadlmethoxlne  injection. 
522.2240  Sulfaethoxypyrldazlne. 

522.2340  Sulfomyxin. 

522.2350  Testosterone  and  diethylstllbes- 
trol  in  combination. 

522.2404  Thlalbarbltone  sodium  for  injec¬ 
tion. 

522.2424  Sodium  thlamylal  for  injection. 
522.2444  Sodium  thiopental  implantation  or 
injectable  dosage  forms. 
522.2444a  Sodium  thiopental  for  injection. 
522.2444b  Sodium  thiopental,  sodium  pento¬ 
barbital  fbr  injection. 

522.2480  Triamcinolone  Injection. 

522.2582  Triaupromazlne  hydrochloride  in¬ 
jection. 

522.2640  Tylosin. 

522.2662  Xylazlne  hydrochloride  injection. 
522.2680  Zeranol. 

AuTHoamr:  Sec.  612(1),  82  Stat.  347  (21 
US.C.  360b(l)). 

§  322.23  Acepromazine  maleate  injec¬ 
table. 

(a)  Chemical  name.  [10-I3-(Di- 
methylamino)  propyl  1  phenothiazin-2- 
yl-methyl  ketonel  maleate. 

(b)  Specifications.  Each  milliliter  of 
the  drug  contains  10  milligrams  of  ace- 
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promazine  maleate  in  double  distilled 
water. 

(c)  Sponsor.  See  No.  000046  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug  is 
used  as  a  tranquilizer  in  dogs,  cats,  and 
horses. 

(2)  The  drug  is  administered  in¬ 
travenously.  intramuscularly  or  sub¬ 
cutaneously  with  the  dosage  individual¬ 
ized  depending  upon  the  degree  of  tran- 
qullization  required.  It  is  administered  to 
dogs  at  a  dosage  level  of  0.25  to  0.5  milli¬ 
gram  of  acepromazine  maleate  per  pound 
of  body  weight;  to  cats  at  a  dosage  level 
of  0.5  to  1.0  milligram  of  acepromazine 
maleate  per  poimd  of  body  weight;  and 
to  horses  at  a  dosage  level  of  2.0  to  4.0 
milligrams  of  acepromazine  maleate  per 
100  pounds  of  body  weight. 

(3)  Do  not  use  in  horses  intended  for 
food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.44  Sterile  sodium  acetazolamide. 

(a)  Specifications. — Sterile  sodium  ac¬ 
etazolamide  contains  acetazolamide  so- 
diiun  complying  with  United  States 
Pharmacopeia  as  a  sterile  powder  with 
directions  for  reconstituting  the  product 
with  sterile  distilled  water  to  furnish  a 
product  having  a  concentration  of  100 
milligrams  acetazolamide  activity  per 
milliliter. 

(b)  Sponsor.  See  No.  010042  in  9  510.- 
600(c)  this  chapter. 

(c)  Conditions  of  use. — (1)  It  is  used 
as  an  aid  in  the  treatment  of  dogs  with 
mild  congestive  heart  failure  and  for 
rapid  reduction  of  intraocular  pressure. 

(2)  It  is  administered  intramuscularly 
or  Intraperitoneally  to  dogs  at  a  level  of 
5  to  15  milligrams  per  pound  of  body 
weight  daily  preferably  administered  in 
two  or  more  divided  doses. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.62  Aminopentamide  hydrogen 
aulfatc  injec^n. 

(a)  Chemical  name.  4-(Dimethylaml- 
no)  -2,2-dlphenylvaleramlde  hydrogen 
sulfate. 

(b)  Specifications.  It  b  sterile  and 
each  milliliter  of  aqueous  solution  con- 
talns  0.5  milligram  of  the  drug. 

(c)  Sponsor.  Bee  No.  000015  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  in¬ 
tended  for  use  in  dogs  and  cats  only  for 
the  treatment  of  vomiting  and/or  diar¬ 
rhea,  nausea,  acute  abdominal  visceral 
spasm,  pylorospasm,  or  hypertrophic  gas¬ 
tritis. 

Noa:  Not  for  um  In  animals  with  glau- 
0(»na  haoause  of  the  oceurrenoe  of  mydriasis. 

(2)  Dosage  b  administered  by  sub¬ 
cutaneous  or  intramuscular  injection 
every  8  to  12  hours,  as  follows: 


Dosage  in 

Weight  of  animal  in  pounds:  milligrams 

Up  to  10 _ 0. 1 

iitoao - 0.3 

31  to  60 . 0.8 

61  to  100 _ 0.4 

Over  100 _ 0.6 


Dosage  may  be  gradually  increased  up 
to  a  maximum  of  five  times  the  suggested 
dosage.  Following  parenteral  use  dosage 
may  be  continued  by  oral  administration 
of  tableto. 

(3)  For  use  only  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.82  Aminopropazine  fumarate 
sterile  solution  injection. 

(a)  Specifications.  Each  milliliter  of 
aminopropakne  fumarate  sterile  aqueous 
solution,  veterinary,  contains  amin(H>ro- 
pazine  fumarate  equivalent  to  25  milli¬ 
grams  oi  aminopropazine  base. 

(b)  Sponsor.  See  No.  017220  in  9  510.- 
600(c)  of  thb  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  b 
used  for  reducing  excessive  smooth  mus¬ 
cle  contractions,  such  as  occur  in  ureth¬ 
ral  spasms  associated  with  urolithiasb  in 
cate  and  dogs  and  in  colic  spasms  in 
horses. 

(2)  It  b  adminbtered  intramuscularly 
or  intravenously  to  dogs  and  cate  at 
a  level  of  1  to  2  milligrams  per  pound  of 
body  weight.  It  b  adminbtered  intra¬ 
muscularly  or  intravenously  to  horses  at 
a  level  of  0.25  milligrams  per  pound  of 
body  weight.  Dosage  can  be  repeated 
every  12  hours,  as  indicated* 

(3)  Not  for  use  in  animals  Intended 
for  food  purposes. 

(4)  For  use  only  by  or  <«  the  order  of  a 
licensed  veterinarian. 

§  522.144  Araenamide  sodium  aqueous 
injection. 

(a)  Chemical  name.  [  [  (p-Carbamoyl- 
phenyDarsyleneldithio  diacetic  acid, 
sodium  salt. 

(b)  5peci/Icaftons.  The  drug  b  a  sterile 
aqueous  solution  and  each  milliliter  con¬ 
tains  10.0  milligrams  of  arsenamlde 
sodium. 

(c)  Sponsor.  See  Nos.  020112,  043731, 
and  000859  in  9  510.600(c)  of  thb 
chapter. 

(d)  Conditions  of  use.  (1)  For  the 
treatment  and  prevention  of  canine 
heartworm  disease  caused  by  DirofUaria 
immitis. 

(2)  It  b  adminbtered  intravenously 
at  0.1  milliliter  per  pound  of  body  weight 
(1.0  milliliter  for  every  10  pounds)  twice 
a  day  for  2  days.  For  dogs  in  poor  condi¬ 
tion,  particularly  those  with  evidence  of 
reduc^  Uver  function,  a  more  conserva¬ 
tive  dosage  schedule  of  0.1  milliliter  per 
pound  of  body  weight  dally  for  15  days 
b  recommended. 

(3)  Restricted  to  use  only  by  or  on  the 
order  of  a  licensed  veterinarian. 

§  522.161  Betamethasone  acetate  and 
betamethasone  disodium  phoaidiate 
aqueous  suspension. 

(a)  Chemical  names.  Betamethasone 
acetate:  9-a-Fluoro-16-/)-methylprednl- 
solone-21 -acetate  (CmHhF  C)«).  Beta¬ 
methasone  disodium  phosphate:  9-a- 
Fluoro-  16  -  8  -  methylprednbolone  -  21  - 
disodium  phosphate  (C«HaF  Na/>«P) . 

(b)  Specifications.  The  drug  b  a  ster¬ 
ile  aqueous  suspension  and  each  cubic 
centimeter  contains:  12  milligrams  of 
betamethasone  acetate  (equivalent  to 
10.8  milligrams  of  betamethasone),  3.9 
miiiigrama  of  betamethasone  disodium 


phosphate  (equivalent  to  3  milligrams  of 
betamethasone),  2  milligrams  of  dibasic 
sodium  phopsphate,  5  milligrams  of 
sodium  chloride,  0.1  milligram  of  dbo- 
dium  EDTA,  Oil  milligram  of  pedysorbate 
80,  9  milligrams  of  benzyl  alcohol.  5 
mUligrams  of  sodium  carboxymetbyl- 
cellulose,  U  milligrams  of  methylpara- 
ben,  0.2  milligram  of  prcvylparaben, 
hydrochloric  acid  and/or  sodium  hy¬ 
droxide  to  adjust  pH.  and  water  for 
injection  qa. 

(c)  Sponsor.  See  No.  000085  in  9  510.- 
600(c)  of  thb  chapter. 

(d)  Conditions  of  use.  It  b  used  or 
intended  for  use  by  intra-articular  injec¬ 
tion  of  horses  for  the  treatment  of  vari¬ 
ous  Inflammatory  Joint  conditions;  for 
example,  acute  and  traumatte  lameness 
involving  the  carpel  and  fetlock  Joints. 
Adminbter  from  2A  to  5  cubic  centi¬ 
meters  per  dose.  Dose  may  be  repeated 
when  necessary  depending  upon  the 
durati(m  of  relief  obtained.  Not  for  use 
in  horses  intended  for  food.  For  use  only 
by  or  on  the  order  of  a  licensed  veteri¬ 
narian. 

§  522.163  Betamethasone  dipropionate 
and  betamethasone  sodium  phosphate 
aqueous  suspension. 

(a)  Specifications.  Betamethasone  di¬ 
propionate  and  betamethasone  sodium 
phosphate  aqueous  suspaision  b  a  sterile 
aqueous  suspension.  Each  milliliter  of  the 
suspaision  contains  the  equivalent  of  5 
milligrams  of  betamethasone  as  beta¬ 
methasone  dipropionate  and  2  milligrams 
of  betamethasone  as  betamethasone  so¬ 
dium  phosphate. 

(b)  Sponsor.  See  No.  000085  in  9  510.- 
600(c)  of  thb  chapter. 

(c)  Conditions  of  use.  (1)  It  b  used  in 
dogs  as  an  aid  in  the  control  of  pruritus 
associated  with  dermatoses. 

(2)  It  b  adminbtered  by  intramuscu¬ 
lar  injection  at  a  dosage  of  0.25  to  0.5 
milliliter  per  20  pounds  of  body  weight, 
depending  on  the  severity  of  the  condl- 
tiem.  Frequency  of  dosage  depends  on  re¬ 
currence  of  pruritio  symptoms.  Ih  clini¬ 
cal  studies  one  dosage  of  the  drug 
brought  relief  for  1  to  8  we^;  the  aver¬ 
age  period  of  relief  was  3  weeks,  and  in 
many  cases  only  one  injection  was  re¬ 
quired.  Therefore,  dosage  may  be  re¬ 
peated  every  3  weeks  or  when  symptoms 
recur.  Total  dosage  should  not  exceed 
four  bijectlons. 

(3)  Federal  bw  restricts  thb  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.204  Boldenone  nndecylenate  in¬ 
jection. 

(a)  Specifications.  Each  milliliter  con¬ 
tains  25  or  50  milligrams  of  boldenone 
undecylenate  in  a  sesame  oil  base. 

(b)  Sponsor.  See  No.  000003  in  9  510.- 
600(c)  of  thb  chapter. 

(c)  Conditions  of  use.  (1)  It  b  in¬ 
tended  for  use  as  an  aid  in  treating  de¬ 
bilitated  horses  foUotring  disease  or 
overworic  and  overexertion  when  an  im¬ 
provement  in  weight,  hair  coat,  or  gen¬ 
eral  physical  condition  b  desired.  The 
drug  b  given  only  as  adjxmctive  therapy 
to  other  specific  and  supportive  therapy 
for  dbea^'  surgical  cases,  and  trau- 
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maUc  injuries.  Optimal  results  can  be 
expected  only  when  good  management 
and  feeding  practices  are  followed. 

(2)  It  is  administered  intramuscularly 
at  a  dosage  lerel  of  0.5  milligram  per 
pound  of  body  weight.  Treatment  may 
be  repeated  at  3-week  intervals. 

(3)  For  use  in  horses  only.  Do  not 
administer  to  horses  intended  for  use  as 
food.  The  effectiveness  of  the  drug  in 
stallions  and  pregnant  mares  has  not 
been  establish^  nor  has  the  drug  been 
shown  not  to  be  teratogenic  in  pregnant 
mares;  therefore,  this  drug  should  not 
be  used  in  stallions  and  pregnant  mares. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  crder  of  a  licensed 
veterinarian. 

§  522.281  Calcium  diitodium  cdctate  in¬ 
jection. 

(a)  Specifications.  Calcium  disodium 
edetate  injection  contains  6.6-percent 
calcium  disodium  edetate  in  purified 
water. 

(b)  Sponsor.  See  No.  000859  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  as 
an  aid  in  the  treatment  of  acute  lead 
poisoning  in  horses. 

(2)  It  is  administered  by  slow  intra¬ 
venous  injection  at  the  rate  of  1  milli¬ 
liter  per  2  pounds  of  body  weight  daily. 
It  is  best  administered  in  divided  doses  2 
to  3  times  daily  and  continued  for  3  to 
5  days.  If  additional  treatment  is  indi¬ 
cated,  a  2-day  rest  period  is  recom¬ 
mended  which  may  be  followed  by  an¬ 
other  3-  to  5-day  period  of  therapy. 

(3)  Do  not  use  in  horses  intended  for 
food  purposes. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.340  Cephaloridine  injection. 

(a)  Specifications.  Cephaloridine  in¬ 
jection  is  sterile;  each  cubic  centimeter 
contains  100  milligrams  of  cephaloridtoe 
activity. 

(b)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
dogs  for  the  treatment  of  bacterial  infec¬ 
tions  of  the  respiratory,  enteric,  and 
urinary  tracts  and  soft  tissue  due  to 
c^haloridine-sensitive  organisms  und  in 
cats  for  the  treatment  of  bacterial  infec¬ 
tions  of  the  respiratory  and  ent^c  tracts, 
iirinary  bladder  and  soft  tissue  due  to 
cephaloridine-sensitive  organisms. 

(2)  It  is  administered  by  intramus¬ 
cular  or  subcutaneous  injection  at  a 
dosage  level  of  5  milligrams  per  pound  of 
body  weight.  It  is  administered  twice  a 
day.  Treatment  should  not  exceed  7  days 
without  reassessmrat  of  diagnosis. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.380  Chloral  hydrate,  pentobarbi¬ 
tal,  and  magnesium  sulfate  sterile 
aqueous  stdution. 

(a)(1)  5peci/lcafions.  Chloral  hydrate, 
pentobarbital,  and  magnesium  sulfate 
injection  contains  42.51  mg  of  chloral 
hydrate.  9.72  mg  of  pentobarbital,  and 
21.25  mg  of  magnesium  sulfate  in  each 
milliliter  of  sterile  aqueous  solution  con¬ 


taining  water,  44.34  percent  propylene 
glycol,  and  11.5  percent  alcohol. 

(2)  Sponsor.  See  No.  017220  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
for  general  anesthesia,  and  as  a  sedative- 
relaxant  in  cattle  and  horses. 

(il)  For  intravenous  use  only.  The 
drug  is  administered  at  a  dosage  level 
of  20  to  50  ml/100  lb  of  body  weight  for 
general  anesthesia.  It  is  administered 
intravenously  via  gravity  flow  until  the 
desired  effect  is  produced  as  indicated  by 
rate*  and  depth  of  re^irations,  muscle 
tone,  and  comeal  reflex.  Due  to  the 
weight  of  the  rumen  contents,  cattle 
usually  require  a  lower  dosage  on  the 
basis  of  body  weight.  When  used  as  a 
sedative-relaxant,  it  is  administered  at 
a  level  of  one-fourth  to  one-half  of  the 
anesthetic  dosage  level. 

(iii)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(b )  ( 1 )  Specifications.  Chloral  hydrate, 
pentobarbital,  and  magnesiiun  sulfate 
sterile  aqueous  solution  contains  42.5 
milligrams  of  chloral  hydrate,  8.86  milli¬ 
grams  of  pentobarbital,  and  21.2  milli¬ 
grams  of  magnesium  sxUfate  in  each  mil¬ 
liliter  of  sterile  aqueous  solution 
containing  water,  33.8  percent  propylene 
glycol,  and  14.25  percent  ethyl  alcohol. 

(2)  Sponsor.  See  No.  000856  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used  for 
general  anesthesia  and  as  a  sedative- 
relaxant  in  cattle  and  horses. 

(ii)  For  intravenous  use  only.  The 
drug  is  administered  at  a  dosage  level  of 
20  to  50  milliliters  per  100  pounds  of 
body  weight  for  general  anesthesia  imtil 
the  desired  effect  is  produced.  Cattle 
usually  require  a  lower  dosage  on  the 
basis  of  body  weight.  When  used  as  a 
sedative-relaxant,  it  is  administered  at 
a  level  of  one-fourth  to  one-half  of  the 
anesthetic  dosage  level. 

(ill)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.443  Chlorpromazine  hydrochlor¬ 
ide  injection. 

(a)  Specifications.  Chlorpromazine 
hydrochloride  injection  contains  25 
milligrams  of  chlorproma  'ne  hydro¬ 
chloride  in  each  milling. 

(b)  Sponsor.  See  No.  011716  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  ad¬ 
ministered  either  intramuscularly  or  in¬ 
travenously  to  dogs  and  cats  as  a  tran¬ 
quilizer,  potentiator,  and  antiemetic 
with  a  sedating  effect. 

(2)  It  is  administered  to  dogs  and 
cats  intravenously  at  a  dosage  level  of 
25  milligrams  per  12.5  to  100  pounds 
body  weight.  It  is  administered  intra¬ 
muscularly  at  a  dosage  level  of  25  milli¬ 
grams  per  8  poimds  to  50  pounds  body 
weight.  It  is  administered  one  to  four 
times  daily  depending  upon  size  of  dose 
and  the  needs  of  the  patient. 

(3)  It  is  not  to  be  used  in  conjunction 
with  organophpsphates  and/or  procaine 
hydrochloride  since  phenothlazines  may 
potentiate  the  toxicity  of  organophos- 


phates  and  the  activity  of  procaine  hy¬ 
drochloride. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  veter¬ 
inarian. 

§  522.480  Repository  corticotropin  in¬ 
jection. 

(a)  Specifications.  The  drug  conforms 
to  rep^tory  corticotropin  injection 
U.SP.  It  contains  40  or  80  UPP.  (LU.) 
units  per  cubic  centimeter. 

(b)  Sponsor.  See  No.  000845  in  i  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The  drug 
should  be  refrigerated.  With  prolonged 
use  supplement  daily  diet  with  potassium 
chloride  at  one  gram  for  small  animals 
and  from  5  to  10  grams  for  large  animals. 

(d)  Conditions  of  use.  (1)  It  is  used 
as  an  intramuscular  or  subcutaneous  in¬ 
jection  in  cattle  and  small  animals  for 
stimulation  of  the  adrenal  cortex  where 
there  is  a  general  deficiency  of  ACTH.  It 
is  also  a  therapeutic  agent  for  primary 
bovine  ketosis. 

(2)  It  is  administered  to  cattle  ini¬ 
tially  at  200  to  600  units  followed  by  a 
dose  daily  or  every  other  day  of  200  to 
300  units  and  to  small  animals  at  one 
unit  per  pound  of  body  weight  to  be 
repeated  as  indicated. 

(3)  For  use  only  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  522.540  Dexamethasone  aolution. 

(a)  Specifications.  The  drug  is  a  sterile 
aqueous  solution.  Each  milliliter  contains 
2  mg  of  dexamethasone. 

(b)  Sponsor.  See  Nos.  000085  and 
010271  in  §  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  indicated  for  the  treatment  of  primary 
bovine  ketosis  and  as  an  anti-inflam¬ 
matory  agent  in  dogs,  cats,  cattle,  and 
horses. 

(2)  The  drug  is  administered  intrave- 
neously  or  intramuscularly  and  dosage 
may  be  repeated  if  necessary,  as  follows: 

(i)  Canine — 0.25  to  1  mg. 

(ii)  Feline — 0.125  to  0.5  mg. 

(iii)  Equine — 2.5  to  5  mg. 

(iv)  Bovine — 5  to  20  mg  depending  on 
the  severity  of  the  condition. 

(3)  Clinical  and  experimental  data 
have  demonstrated  that  corticosteroids 
administered  orally  or  parenterally  to 
animals  may  induce  the  first  stage  of  par¬ 
turition  when  administered  during  the 
last  trimester  of  pregnancy  and  may 
precipitate  premature  parturition  fol¬ 
lowed  by  dystocia,  fetal  death,  retained 
placenta,  and  metritis. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.564  Sodium  diatrizoate  and  meg¬ 
lumine  diatrizoate  injection. 

(a)  Specifications.  Sodium  diatrizoate 
and  meglumine  diatrizoate  injection  con¬ 
tains  35-percent  sodium  diatrizoate  and 
34 .3 -percent  meglumine  diatrizoate  in 
sterile  aqueous  solution. 

(b)  Sponsor.  See  No.  000003  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  for  use  in  dogs  and  cats  for  visual¬ 
ization  in  excretion  urography,  including 
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renal  angiography,  uretography  cys¬ 
tography.  and  urethrography,  aortog¬ 
raphy;  angiocardiography  p>eripheral 
arteriography  and  venography:  selective 
coronary  arteriography;  cerebral  angi¬ 
ography;  lymphography;  arthrography: 
discography,  and  sialography.  It  is  also 
useful  as  an  aid  in  delineating  peritoneal 
hernias  and  fistulous  tracts. 

(2)  For  excretion  urography  adminis¬ 
ter  0.5  to  1.0  milliliter  per  pound  of  body 
weight  to  a  maximum  of  30  milliliters 
intravenously.  For  cystography  remove 
urine,  administer  5  to  25  milliliters  di¬ 
rectly  into  the  bladder  via  catheter.  For 
urethrography  administer  1.0  to  5  mil¬ 
liliters  via  catheter  into  the  urethra  to 
provide  desired  contrast  delineation.  For 
angiocardiography  (including  aortog¬ 
raphy)  rapidly  inject  5  to  10  milliliters 
directly  into  the  heart  via  catherer  or 
intraventricular  puncture.  For  cerebral 
angiography  rapid  injection  of  3  to  10 
milliliters  via  carotid  artery.  For  periph¬ 
eral  arteriography  and/or  venography 
and  selective  coronary  arteriography 
rapidly  inject  3  to  10  milliliters  intravas- 
cularly  into  the  vascular  bed  to  be  deline¬ 
ated.  For  lymphography  slowly  inject  1.0 
to  10  milliliters  directly  into  the  lymph 
vessel  to  be  delineated.  For  arthrography 
slowly  inject  1.0  to  5  milliliters  directly 
into  the  Joint  to  be  delineated.  For  dis¬ 
cography  slowly  inject  0.5  to  1.0  milliliter 
directly  into  the  disc  to  be  delineated. 
For  sialography  slowly  inject  0.5  to  1.0 
milliliter  into  the  duct  to  be  delineated. 
For  delineation  of  fistulous  tracts  slowly 
inject  quantity  necessary  to  fill  the  tract. 
For  delineation  of  peritoneal  hernias  in¬ 
ject  0.5  to  1.0  milliliter  per  poimd  of  body 
weight  directly  into  the  peritoneal  cavity. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.640  Diethylstilbestrol. 

(a)  Chemical  name.  3,4-bis(p-Hy- 
droxyphenyl)  -3-hexene. 

(b)  Sponsor.  See  No.  011801  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  §  556.190 
of  this  chapter. 

(d)  Conditions  of  use.  It  is  used  as  a 
subcutaneous  ear  implantation  for 
lambs  as  follows; 

(1)  Amount  per  dose.  3  milligrams. 

(2)  Indications  for  use.  Increase  rate 
of  gain  and  improve  feed  efficiency. 

(3)  Limitations.  Not  for  use  in  breed¬ 
ing  animals;  implantation  should  be 
made  at  the  start  of  the  feeding  period 
or  approximately  70  days  before  mar¬ 
keting;  implant  one  3-milligram  pellet 
per  animal. 

§  522.723  Diprenorphine  hydrochloride 
injection. 

(a)  Chemical  name.  N-Cyclopropyl- 
methyl) -6,7,8, 14-tetrahydro  -  7  -  alpha- 
(l-hydroxy-l-methylethyl)-6,14  -  endo- 
ethanonororipavine  hydrochloride. 

(b)  Specifications.  Elach  milliliter  of 
diprenorphine  hydrochloride  injection, 
veterinary,  contains  2  mg  of  diprenor¬ 
phine  hydrochloride  in  sterile  aqueous 
solution. 

(c)  Sponsors.  See  Nos.  010042  and 
000693  in  §  510.600(c)  of  this  chapter. 


(d)  Conditions  of  use.  (1)  The  drug 
is  used  for  reversing  the  effects  of 
etorphine  hydrochloride  injection,  vet¬ 
erinary,  the  use  of  which  is  provided  for 
in  §  522.883,  in  wild  and  exotic  animals. 

(2)  It  is  administered  intramuscularly 
or  intravenously  at  a  suitable  dosage  level 
depending  upon  the  species. 

(3)  Do  not  use  in  animals  to  be  used 
for  food.  Do  not  use  in  wild  animals  that 
might  be  used  for  food  during  the  hunt¬ 
ing  season. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet- 
terinarian.  Distribution  is  restricted  to 
veterinarians  engaged  in  zoo  and  exotic 
animal  practice,  wildlife  management 
programs  and  researchers. 

§  522.740  DiHophenoI  injection. 

(a)  Chemical  name.  2,6-Diiodo-4-nl- 
trophenol. 

(b)  Specifications.  The  drug  is  sterile 
and  contains  4.5  percent  disophenol  in 
polyethylene  glycol  400  and  distilled 
water. 

(c)  Sponsor.  See  No.  010042  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug  is 
used  for  the  treatment  of  both  dogs  in¬ 
fested  with  hookworms  (including  Ancy- 
lostoma  caninum,  A.  hraziliense  and 
Uncinaria  stenocephala)  and  cats  in¬ 
fested  with  the  hookworm  A.  tubaeforme. 

(2)  The  drug  is  administered  subcu¬ 
taneously  at  a  dosage  level  of  4.5  milli¬ 
grams  per  pound  of  body  weight.  A  second 
injection  may  be  indicated  14  to  21  days 
after  the  initial  treatment. 

(3)  Do  not  rei)eat  treatment  in  less 
than  14  days. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.784  Doxylamine  succinate  injec¬ 
tion. 

(a)  Specifications.  Each  milliliter  of 
the  drug  contains  11.36  mg  of  doxylamine 
succinate. 

(b)  Sponsor.  See  No.  017220  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  Ihe  drug 
is  used  in  conditions  in  which  antihis- 
taminic  therapy  may  be  expected  to 
alleviate  some  signs  of  disease  in  horses, 
dogs,  and  cats. 

(2)  It  is  administered  to  horses  at  a 
dosage  level  of  25  mg  per  hundred  pounds 
of  body  weight.  It  is  administered  to  dogs 
and  cats  at  a  dosage  level  of  0.5  to  1  mg 
per  pound  of  body  weight.  Doses  may  be 
repeated  at  8  to  12  hours,  if  necessary,  to 
produce  desired  effect.  Intravenous  route 
is  not  recommended  for  dogs  and  cats 
and  should  be  injected  slowly  in  horses. 
Intramuscular  and  subcutaneous  admin¬ 
istration  should  be  by  divided  injection 
sites. 

(3)  Not  for  use  in  horses  intended  for 
food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.800  Droperidol  and  fentanyl  cit¬ 
rate  injection. 

(a)  Specifications.  Droperidol  and  fen¬ 
tanyl  citrate  injection  is  a  sterile  solu¬ 


tion  containing  20  milligrams  of  droperi- 
dol  and  0.4  milligram  of  fentanyl  citrate 
per  cubic  centimeter. 

(b) .  Sponsor.  See  No.  000045  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
in  dogs  as  an  analgesic  and  tranquilizer 
and  for  general  anesthesia. 

(2)  It  is  administered  as  follows: 

(1)  For  analgesia  and  tranquillzation 
administer  according  to  response  desired, 
as  follows; 

(a)  Intramuscularly  at  the  rate  of  1 
cubic  centimeter  per  15  to  20  pounds  of 
body  weight  in  conjunction  with  atropine 
sulfate  administered  at  the  rate  of  0.02 
milligram  per  pound  of  body  weight,  or 

(b)  Intravenously  at  the  rate  of  1 
cubic  centimeter  per  25  to  60  poimds  of 
body  weight  in  co^imction  with  atropine 
sulfate  administered  at  the  rate  of  0.02 
milligram  per  pound  of  body  weight. 

(ii)  For  general  anesthesia  administer 
according  to  response  desired,  as  follows: 

(a)  Intramuscularly  at  the  rate  of  1 
cubic  centimeter  per  40  pounds  of  body 
weight  in  conjunction  with  atropine  sul¬ 
fate  administered  at  the  rate  of  0.02  mil¬ 
ligram  per  pound  of  body  weight  and  fol¬ 
lowed  in  10  minutes  by  an  intravenous 
administration  of  sodium  pentobarbital 
at  the  rate  of  3  milligrams  per  pound  of 
body  weight,  or 

(b)  Intravenously  at  the  rate  of  1 
cubic  centimeter  per  25  to  60  pounds  of 
body  weight  in  conjimction  with  atropine 
sulfate  administered  at  the  rate  of  0.02 
milligram  per  poimd  of  body  weight  and 
followed  within  15  seconds  by  an  intra¬ 
venous  administration  of  sodium  pento¬ 
barbital  at  the  rate  of  3  milligrams  per 
pound  of  body  weight. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.842  Estradiol  benzoate  and  testos- 
erone  propionate  in  combination. 

(a)  Chemical  names.  (1)  Estradiol 

benzoate:  1,3,5(10) -Estratriene-3, 17 

beta-dlol  3-benzoate. 

(2)  Testosterone  propionate;  17beta- 
Hydroxyandrost-4-en-3-one  propionate. 

(b)  Sponsor.  See  No.  000022  in  §  510.- 
600  (c  of  this  chapter. 

(c)  Related  tolerances.  See  §§  556.240 
and  556.710  of  this  chapter. 

(d)  Conditions  of  use.  It  is  used  for  im¬ 
plantation  in  heifers  as  follows: 

(1)  Amount.  20  milligrams  of  estradiol 
benzoate  and  200  milligrams  of  testosterr 
one  propionate  per  dose. 

(2)  Indications  for  use.  Growth  promo¬ 
tion  and  feed  efficiency. 

(3)  Limitations.  For  heifers  weighing 
between  400  and  800  pounds;  for  sub¬ 
cutaneous  ear  implantation,  one  dose  per 
animal;  not  to  be  used  within  60  di^s  of 
slaughter;  not  for  dairy  heifers. 

^  522.844  Estradiol  monopalmitate. 

(a)  Chemical  name.  1,3,5(10) -Estra- 
triene-3,17beta-diol  17-paJmitate. 

(b)  Sponsor.  See  No.  027863  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  §  556.250 
of  this  chapter. 

(d)  Conditions  of  use.  It  is  used  for  in¬ 
jection  into  roasting  chickens  as  follows: 

(1)  Amount.  10  milligrams  per  dose. 
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(2)  Indications  for  use.  Produce  more 
uniform  fat  distribution;  improve  finish. 

(3)  Limitations.  One  doee  per  bird  by 
injection  under  skin  at  base  of  skull  at 
not  less  than  5  weeks  of  age;  not  to  be 
used  within  6  weeks  of  slaughter. 

§  522.863  Ethylisobutrazine  hydrochlo* 
ride  injection. 

(a)  Specifications.  The  drug  is  s  ster¬ 
ile  aqueous  solution.  Each  miUilito:  con¬ 
tains  50  milligrams'  of  ethylisobutrazine 
hydrochloride. 

(b)  Sponsor.  See  No.  017220  in  f  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
in  dogs  as  a  tranquilizer. 

(2)  It  is  administered  intramuscularly 
at  a  dosage  level  of  2  to  5  milUgrams 
of  ethylisobutrazine  hydrochloride  per 
pound  of  body  wei^t  for  profound  tran- 
quillzatlon.  It  is  administered  intrave¬ 
nous  at  a  dosage  level  of  1  to  2  milli¬ 
grams  of  ethylisobutrazine  hydrochloride 
per  pound  of  body  weight  to  effect. 

(3)  It  is  not  to  be  used  in  cmijunction 
with  organophosphates  and/or  procaine 
hydrot^orlde  because  pbenothiazines 
may  potentiate  the  toxicity  of  organo- 
phoSuites  and  the  activity  of  procaine 
hydrochloride. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  522.883  Etofphine  hydrochloride  in¬ 
jection. 

(a)  Chemical  name.  6,7,8,14-tetrahy- 
dro  -  alpha  -  methyl  -  alpha  -  pr(n>yl  -6,14  - 
endo  -  ethenooripavlne  -  alpha-methanol 
hydrochloride. 

(b)  Specifications.  Each  milliliter  of 
etorphine  hydrochloride  Injection,  veteri¬ 
nary,  contains  1  mg  of  etorphine  hydro¬ 
chloride  in  sterile  aqueous  solution. 

(c)  Sponsors.  See  Nos.  010042  and 
000693  in  S  510.600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug 
is  used  for  the  immobilization  of  wild  and 
exotic  animals. 

(2)  It  is  administered  intramuscularly 
by  hand  syringe  or  sjrringe  dart  at  a  suit¬ 
able  dosage  level  depending  upon  the 
species. 

(3)  Do  not  use  the  drug  unless  dipre- 
nondiine  hydrochloride  Injection,  vet¬ 
erinary,  as  provided  for  in  i  522.723,  is 
available  for  use  in  reversing  the  effects 
of  etorphine  hydrochloride  injection, 
veterinary. 

(4)  Do  not  use  in  animals  to  be  used 
for  food.  Do  not  use  in  wild  and  exotic 
animals  that  might  be  used  for  food  dur¬ 
ing  the  hunting  season. 

(5)  Federal  law  restricts  this  drug  to 

use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian.  Distribution  is  restricted  to 
veterinarians  engaged  in  zoo  and  exotic 
animal  practice,  wildlife  management 
programs,  and  researchers.  * 

§  522.940  Colloidal  ferric  oxide  injec¬ 
tion.  • 

(a)  Specifications.  Each  milliliter  of 
the  drug  contains  colloidal  ferric  oxide 
equivalent  to  100  milligrams  of  iron  sta¬ 
bilized  with  a  low-viscosity  dextrin 
ctmtains  0.5  percent  phenol  as  a  pre¬ 
servative. 


(b)  Sponsor.  See  Nos.  010042,  011519, 
and  012481  in  8  510.600(c)  of  this  chap¬ 
ter. 

(c)  Conditions  0/ use.  It  is  used  in  baby 
pifi^  as  follows: 

(1)  For  the  prevention  of  anemia  due 
to  iron  deficiency,  administer  an  initial 
intramuscular  injection  of  1  milliliter  of 
the  drug  to  each  animal  at  any  time  be¬ 
tween  2  to  5  days  of  age.  Dosage  may  be 
repeated  at  2  weeks  of  age. 

(2)  For  the  treatment  of  anemia  due 
to  iron  deficiency,  administer  an  intra¬ 
muscular  injection  of  from  1  to  2  milli¬ 
liters  of  the  drug  to  each  animal  at  any 
time  between  5  to  28  days  of  age. 

§  522.960  Flomcthasone  nispcnsion. 

(a)  Chemical  name.  6a,9a-Difiuoro- 
ll/9,17,21-trihydroxy-16a-methylpregna- 
l,4-diene-3,20-dione. 

(b)  Specifications.  Flumethasone  sus¬ 
pension  is  sterile  and  each  milliliter  of 
the  drug  contains:  2  milligrams  of  fiu- 
methasone,  20  milligrams  of  propylene 
glycol.  9  milligrams  of  benzyl  alcohol  (as 
preservative),  8  milligrams  of  sodium 
chloride.  0.02  milligram  of  polysorbate- 
80,  0.1  milligram  of  citric  acid,  and 
water  for  injection  q.s. 

(c)  Sponsor.  See  No.  000033  in  8  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  recom¬ 
mended  in  the  various  disease  states  in¬ 
volving  synovial  structures  (joints)  of 
horses  where  excessive  synovisd  fluid  of 
lnflammatoi*y  origin  is  present  and  where 
permanent  structural  changes  do  not 
exist.  Such  conditions  include  arthritis, 
carpitis,  and  osselets. 

(2)  The  drug  is  administered  intra- 
artlcularly  at  a  dosage  level  of  6  to  10 
milligrams  per  injection.  The  dosage  level 
is  dependent  upon  the  size  of  the  involved 
synovial  structure  and  the  degree  of 
severity  of  the  condition  under  treat¬ 
ment.  Hie  dosage  Is  limited  to  a  single  In¬ 
jection  per  week  in  any  one  synovial 
structure. 

(3)  Clinical  and  experimental  data 
have  demonstrated  that  corticosteroids 
administered  orally  and  parenterally  to 
animals  during  the  last  trimester  of  preg¬ 
nancy  may  Induce  the  first  stage  of  par¬ 
turition  and  may  precipitate  premature 
parturition  followed  by  dystocia,  fetal 
death,  retained  placenta,  and  metritis. 
The  drug  Is  not  to  be  used  In  horses  In¬ 
tended  for  slaughter  for  food  purposes. 

(4)  For  use  only  by  mr  on  the  order  ot 
a  licensed  veterinarian. 

§  522.961  Flumethaaone  acetate  injec¬ 
tion. 

(a)  Chemical  ruime.  6-alpha,9-alpha- 
difiuoro  -  16  -  alpha-methylprednisolone 
21 -acetate. 

(b)  Specifications.  Flumethasone  In¬ 
jection  is  sterile  and  contains  per  cubic 
centimeter:  2  milligrams  of  fiumethasone 
acetate:  20  milligrams  of  propylene  idy- 
col:  9  milligrams  of  benzyl  alcohol  (as 
preservative) ;  8  milligrams  of  sodium 
chloride:  1  milligram  of  polysorbate  80; 
0.1  milligram  of  citric  acid;  water  for 
injection  qa. 

(c)  Sponsor.  See  No.  000033  in  8  510.- 
600(c)  of  this  chapter. 


(d)  Conditions  of  use.  (1)  It  Is  recmn- 
mended  in  certain  acute  and  chronic 
canine  dermatoses  of  varying  etiology  to 
help  control  the  pruritus,  irritation, 
and  Inflammation  associated  with  these 
conditions. 

(2)  The  drug  is  administered  intra¬ 
muscularly  at  the  following  recom¬ 
mended  daily  dosage: 


Weight  of  animal  Dosage  in 

in  pounds  milUgrams 

Up  to  10 _ 1.0 

10  to  28 _ 2.0 

26  and  over _ 4.0 


Dosage  should  be  adjusted  according  to 
the  weight  of  the  animal,  the  severity  of 
the  symptoms,  and  the  re^nse  noted. 
Dosage  by  injection  should  not  exceed  3 
days  of  thenqiy.  With  chronic  conditions 
mtramuscular  therapy  may  be  followed 
by  oral  administration  of  fiumethasone 
tablets  at  a  dally  dose  of  from  0.0625  to 
0.25  milligram  per  animal. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.1020  Gelatin  aolution. 

(a)  5peci/lcariotu.  It  is  sterile  and  each 
100  cubic  centimeters  contains  8  grams 
of  gelatin  in  an  0.85  percent  sodium 
chloride  solution. 

(b)  Sponsor.  See  No.  000856  in  8  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  Is  used  to 
restore  drculatory  volume  and  maintain 
blood  pressure  in  animals  being  treated 
for  shock. 

(2)  The  exact  dosage  to  be  admin¬ 
istered  must  be  determined  after  evalu¬ 
ating  the  animal’s  condition  and  will 
vary  according  to  the  size  of  the  animal 
and  the  degree  of  shock.  A  suggested 
dosage  range  for  small  animals  such  as 
dogs  is  4  to  8  cubic  centimeters  per  pound 
body  weight.  The  suggested  dosage  range 
for  large  animals  such  as  sheep,  calves, 
cows,  or  horses  is  2  to  4  cubic  centimeters' 
per  pound  of  body  weight.  It  Is  adminis¬ 
tered  Intravenously  at  a  rate  of  10  cubic 
centimeters  per  minute  in  small  ttnimau 
and  20  to  30  cubic  centimeters  per  min¬ 
ute  in  large  animals.  The  solution  Is  ad¬ 
ministered  aseptically  and  must  be  be¬ 
tween  50*  to  70*  F.  when  Injected. 

(3)  A  few  animals  win  exhibit  signs 
of  aUerglc  reaction.  This  solution  can 
cause  transient  reversible  nephrosis.  This 
product  is  not  Intended  to  replace  whole 
blood  in  cases  of  anemia  and  should  not 
be  used  in  the  presence  of  renal  ds^func- 
tion.  Unused  portions  remaining  In  bot¬ 
tles  should  be  disearded. 

(4)  For  use  only  by  or  on  the  order  of 
a  licensed  vetolnarian. 

§  522.1044  Genttunicin  aulfate  injec¬ 
tion. 

(a)  Specifications.  Conforms  to  the 
standards  of  identity,  strength,  quality, 
and  purity  prescribed  by  8  444.220  of  this 
chapter,  exc^t  that  each  milliliter  of 
the  drug  contains  gentamicin  sulfate 
equivalent  to  50  milligrams  of  gentamicin 
base  if  intended  for  use  in  dogs  and  cats 
or  gentamicin  sulfate  equivalent  to  5  mil¬ 
ligrams  of  gentamicin  base  if  intended 
for  use  in  turkeys. 

(b)  Sponsor.  (1)  See  No.  000085  in 
8  510.600(c)  of  this  chapter  for  condl- 
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tions  of  use  provided  for  in  paragraph 
(c)  of  this  section. 

(2)  See  No.  000138  in  §  510.600(c)  of 
this  chapter  for  conditions  of  use  pro¬ 
vided  for  in  paragraph  (d)  of  this  section. 

(c)  Conditions  of  use  in  dogs  and  cats. 

(1)  It  is  used  or  intended  for  use: 

(1)  In  dogs  for  the  treatment  of  uri¬ 
nary  tract  infections  (cystitis,  nephritis) . 
and  respiratory  tract  infections  (tonsil¬ 
litis,  pneumonia,  tracheobronchitis) . 

(ii)  In  cats  for  the  treatment  of  uri¬ 
nary  tract  infections  (cystitis,  nephritis) , 
and  respiratory  tract  infections  (pneu¬ 
monitis,  pneumonia,  upper  respiratory 
infections) . 

(2)  It  is  administered  intramuscularly 
or  subcutaneously  at  a  rate  of  2  milli¬ 
grams  per  pound  of  body  weight,  twice 
on  the  first  day  of  treatment  and  once 
daily  thereafter.  If  response  is  not  noted 
after  7  days,  the  antibiotic  sensitivity  of 
the  infecting  organism  should  be  retested. 

(d)  Conditions  of  use  in  turkeys.  (1) 
It  is  used  in  1-  to  3 -day-old  turkey  poults 
as  an  aid  in  the  prevention  of  early  mor¬ 
tality  due  to  Arizona  paracolon  infec¬ 
tions  susceptible  to  gentamicin  sulfate. 

(2)  It  is  administered  subcutaneously 
in  the  neck  of  1-  to  3-day-old  turkey 
poults  at  a  rate  of  1  milligram  per  poult. 

(3)  For  use  in  1-  to  3 -day-old  turkey 
poults  only.  Injected  poults  must  not  be 
slaughter^  for  food  for  at  least  9  weeks 
following  treatment. 

§  522.1060  Glyrcryl  guaiacolale  sterile 
powder. 

(a)  Specifications.  Complies  with  NJ*. 

xm. 

(b)  Sponsor.  See  No.  037990  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  for  intravenous  use  as  a  muscle 
relaxant  in  horses. 

(2)  AS  percent  solution  is  prepared 
by  dissolving  50  grams  of  the  drug  in 
sterile  water  for  injection  to  make  1  liter 
of  solution.  It  is  administered  by  rapid 
Intravenous  infusion  at  a  fixed  dosage 
of  1  milliliter  of  prepared  solution  per 
pound  of  body  weight. 

(3)  Not  to  be  used  in  horses  intended 
for  food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  522.1081  Chorionic  gonadotropin  for 
injection;  chorionic  gonadotropin 
■  suspension. 

(a)(1)  Specifications.  Chorionic  go¬ 
nadotropin  for  injection,  when  recon¬ 
stituted  with  appropriate  diluent,  pro¬ 
vides  1,000  U.S.P.  units  of  chorionic 
gonadotropin  per  milliliter. 

(2)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  The  drug  is 
Intended  for  parenteral  use  in  the  treat¬ 
ment  of  cows  for  nymphomania  (fre¬ 
quent  of  constant  heat)  due  to  cystic 
ovaries. 

(ii)  It  is  administered  at  a  recom¬ 
mended  dose  of  10,000  U.SP.  units  by 
deep  intramuscular  injection  or  2,500  to 
5,000  U.S.P.  units  Intravenously  or  by  in- 
trafolllcular  injection  of  500  to  2,S00 


U.S.P.  units.  Dosage  may  be  repeated  in 
14  days  if  necessary. 

(ill)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(b)(1)  Specifications.  Chorionic  gonad¬ 
otropin  suspension,  veterinary  contains 
in  each  milliliter,  750  I.U.  of  chorionic 
gonadotropin  suspended  in  white  wax 
and  sesame  oil. 

(2)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
\ised  as  an  aid  in  increasing  pregnancy 
rate  of  estrus  synchronized  and  normal 
cycling  heifers. 

(ii)  It  is  administered  at  the  rate  of 
2  milliliters  (1,500  I.U.)  subcutaneously 
at  the  time  of  insemination  in  the  neck 
or  shoulder  region. 

(ill)  The  drug  is  not  to  be  used  to  in¬ 
duce  multiple  ovulations.  Doses  higher 
than  recommended  may  reduce  preg¬ 
nancy  rate. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§522.1143  Hexylcaine  hydrochloride 
injection. 

(a)  Specifications.  Hexylcaine  hydro¬ 
chloride  injection  contains  1  percent  or 
5  percent  hexylcaine  hydrochloride  in  a 
sterile  aqueous  solution. 

(b)  Sponsor.  See  No.  000006  in  §  510.- 
600(ci  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  as  a  long-lasting  anesthetic  for 
epidural  anesthesia  of  mature  cattle,  of 
horses,  and  of  dogs;  for  infiltration 
anethesia  (held  blocking)  of  cattle,  of 
horses,  and  of  dogs;  and  for  nerve  block 
anesthesia  of  cattle  and  of  horses. 

(2)  The  drug  is  administered  by  in¬ 
jection.  For  epidural  anesthesia,  it  is  ad¬ 
ministered  to  mature  cattle  at  a  dosage 
level  of  0.2  to  0.6  milligram  per  pound 
of  body  weight  to  effect,  to  horses  at  a 
dosage  level  of  0.2  to  0.4  milligram  per 
pound  of  body  weight  to  effect,  and  to 
dogs  at  a  dosage  level  of  0.5  to  1  milligram 
per  pound  of  body  weight  to  effect.  For 
inhltration  anesthesia  (held  blocking) 
and  for  nerve  block  anesthesia,  either  the 
1  percent  solution  or  a  2  percent  solution 
prepared  from  the  5  percent  solution  is 
administered  to  effect. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  .522.1 182  Iron  dextran  complex  injec¬ 
tion. 

(a)  Specifications.  Iron  dextran  com¬ 
plex  injection  contains  ferric  hydroxide 
dextran  complex  with  0.5  percent  phenol 
as  a  preservative.  It  is  sterile  and  each 
cubic  centimeter  contains  100  milligrams 
of  elemental  iron. 

(b)  Sponsor.  (1)  See  No.  010271  in 
§  510.600(c)  of  this  chapter  for  the 
sponsor  of  the  usages  provided  by  para¬ 
graph  (c)  (1)  and  (2)  of  this  section. 

(2)  See  No.  000856  in  §510.600(0  of 
this  chapter  for  the  sponsor  of  usages 
provided  by  paragraph  (c)  (3)  and  (4) 
of  this  section. 

(c)  Conditions  of  use.  It  is  used  in 
baby  pigs  as  follows: 


(1)  For  the  prevention  of  anemia  due 
to  iron  dehdency,  administer  an  initial 
intramuscular  injection  of  75  to  150  milli¬ 
grams  of  elemental  iron  to  each  animal 
at  2  to  4  days  of  age.  Dosage  may  be  re¬ 
peated  in  14  to  21  days. 

(2)  For  the  treatment  of  anemia  due 
to  iron  dehciency,  administer  an  intra¬ 
muscular  injection  of  100  to  200  milli¬ 
grams  of  elemental  iron. 

(3)  For  the  prevention  of  anemia  due 
to  iron  dehciency,  administer  an  initial 
intramuscular  injection  of  100  milli¬ 
grams  of  elemental  iron  to  each  animal 
at  2  to  4  days  of  age.  Dosage  may  be 
repeated  in  14  to  21  days. 

(4)  For  the  treatment  of  anemia  due 
to  iron  dehciency,  administer  an  intra¬ 
muscular  injection  of  200  milligrams  of 
elemental  iron. 

§  522.1183  Iron  hydrogenated  dextran 
injection. 

(a)  (1)  Specifications.  Iron  hydro¬ 
genated  dextran  injection  contains  in 
each  milliliter  100  milligrams  of  elemen¬ 
tal  iron  stabilized  with  &  low  molecular 
weight  hydrogenated  dextran  with  0.5 
percent  phenol  as  a  preservative. 

(2)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  It  is  used  in 
baby  pigs  as  follows: 

(1)  For  the  prevention  of  anemia  due 
to  iron  dehciency,  administer  an  initial 
intramuscular  injection  of  100  milligrams 
of  elemental  ircxi  to  each  animal  at  2 
to  5  days  of  age.  Dosage  may  be  repeated 
at  2  weeks  of  age. 

(ii)  For  the  treatment  of  anemia  due 
to  iron  dehciency,  administer  an  intra¬ 
muscular  injection  of  100  milligrams  of 
elemental  iron  to  each  animal  when  in¬ 
dicated  between  5  and  28  days  of  age. 

(b)  (1)  Specifications.  Iron  hydro¬ 
genated  de>rtran  injection  contains  in 
each  milliliter  100  milligrams  of  ele¬ 
mental  iron  stabilized  with  a  low  molec¬ 
ular  weight  hydrogenated  dextran  with 
0.5  percent  phenol  as  a  preservative. 

(2)  Sponsor.  See  No.  000003  in  §  5l6.- 
600(c)  ol  this  chapter. 

(3)  Conditions  of  use.  It  is  used  in 
baby  pigs  as  follows: 

(i)  For  the  prevention  of  anemia  due 
to  iron  dehciency,  administer  by  intra¬ 
muscular  or  subcutaneous  injection  of 
100  milligrams  of  elemental  inm  to  each 
animal  at  2  to  4  days  of  age. 

(ii)  P\>r  the  treatment  of  anemia  due 
to  iron  dehciency,  administer  by  intra¬ 
muscular  or  subcutaneous  injection  of 
100  milligrams  of  elemoital  iron  in  baby 
pigs  up  to  4  weeks  of  age. 

§  522.1204  Kanamycin  sulfate  injec¬ 
tion. 

(a)  Specifications.  Kanamycin  sulfate 
injection  veterinary  conforms  to  the 
standards  of  identify,  strength,  quality, 
and  purity  prescribed  by  §  444.230(a)  of 
this  chapter,  except  that  each  milliliter 
contains  either  50  or  200  mUligrams  of 
kanamycin. 

(b)  Sponsor.  See  No.  000015  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
the  treatment  of  bacterial  infections  due 
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to  kanamydn*  sensitive  organisms  in 
(togs  and  (»t8. 

(2)  It  is  administered  subcutaneously 
or  intramuscularly  at  5  milligrams  per 
pound  of  body  weii^t  per  day  in  e<iually 
divided  (toses  at  12>hour  intervals. 

*  (3)  Its  label  shall  bear  an  appropri¬ 
ate  expiratian  date. 

(4)  Restricted  to  use  or  on  the 
order  of  a  licensed  veterinarian. 

§  522.1222  Ketamine  hydrochloride  in> 
jection. 

(a)  Chemical  name.  2-(o-Chloro- 
phenyl)  -  2  -  (methylamino)  cyclohexa- 
ncme  hydr(x;hlorlde. 

(b)  SpeciflaMons.  Tlie  drug  is  a  ster¬ 
ile  aquecms  solution  and  each  milliliter 
contains :  Ketamine  hydrochloride  equiv¬ 
alent  to  100  milligrams  ketamine  base 
activity  and  1:10,000  benzethonium 
chloride. 

(c)  Sponsors.  (1)  See  No.  000015  in 
9  510.600(c)  of  this  chapter. 

(2)  See  No.  000071  in  9  510.600(c)  of 
this  chapter. 

(d)  Special  considerations.  Store  in  a 
cod  place.  Protect  fnxn  light.  Do  not 
use  if  precipitate  appears. 

(e)  Conditions  of  use.  (1)  In  cats:  (1) 
It  is  used  for  restraint  or  as  the  sole 
anesthetic  agent  in  diagnostic  or  minor, 
brief  surgical  procediues  that  do  not  re- 
({Ulre  skeletal  muscle  relaxation. 

(ii)  It  is  administered  intramuscularly 
at  a  recommended  dose  that  ranges  from 
5  to  15  milligrams  per  pound  of  body 
weight  depending  on  the  effect  desired. 

(2)  In  subhumafl  primates:  (i)  It  is 
used  for  restraint. 

(ii)  It  is  administered  intramuscularly 
at  a  recommended  dose  that  ranges  from 
3  to  15  milligrams  per  kilogram  of  body 
wdght  depending  upon  the  species,  gen¬ 
eral  condition,  and  age  of  the  subject. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  cm  the  order  of  a  licensed 
veterinarian. 

§  522.1244  Levamisole  phosphate  injec* 
Uon. 

(a)  Specifications.  Each  milliliter  of 
levamisole  phosphate  injection  veteri¬ 
nary  contains  levamisole  ph(}sphate 
equivalent  to  182  milligrams  of  levami¬ 
sole  hydrochloride  in  sterile  aqueous 
solution. 

(b)  Sponsor.  See  No.  010042  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
administered  by  subcutaneous  injection 
to  cattle  as  an  anthelmintic  against  the 
following  nematode  infections:  stomach 
worms  (Haemonchus,  Trichostrongylus, 
Ostertagia),  intestinal  worms  (.Trichos- 
trongylus,  Cooperia,  Nematodirus.  Buno- 
stomum,  Oesophagostomum)  and  limg- 
worms  (Dictyocaulus) . 

(2)  It  is  administered  subcutaneously 
in  the  mid-neck  region  at  the  rate  of  2 
milliliters  per  100  poimds  of  body  weight. 
Cattle  maintained  under  conditions .  of 
constant  helminth  exposure  may  require 
retreatment  within  2  to  4  weeks  after 
the  first  treatment. 

(3)  Consult  veterinarian  before  using 
in  severely  debilitated  animals. 

(4)  Do  not  administer  to  cattle  within 
7  days  of  slaughter  for  fgod.  Do  not 
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administer  to  dairy  animals  of  breeding 
age. 

§  522.1260  Lincomycin  injection. 

(a)  Specifications.  Meets  the  specifica¬ 
tions  in  9  453.230(a)  (1)  of  this  chapter, 
except  that  each  immediate  container 
may  contain  20  or  SO  milliliters  of  solu¬ 
tion  containing  100  milligrams  of  linco¬ 
mycin  per  milliliter  or  that  each  immedi¬ 
ate  container  may  contain  50  milliliters 
of  solution  containing  50  milligrams  of 
lincomycin  per  milliliter. 

(b)  Sponsor.  See  No.  000009  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  When 
common  labeling  for  use  of  the  drug  in 
(togs,  cats,  and  swine  is  Included  wltii 
the  drug,  all  such  uses  are  subject  to  the 
labeling  requirements  of  9  201.105  of  this 
chapter. 

(d)  Related  tolerances.  See  9  556.360 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  for 
animals  as  follows: 

(1)  Dogs  and  cats — (i)  Amount.  5  to 
10  milligrams  per  pound  of  body  weight 
per  day. 

(ii)  Indications  for  use.  Infections 
caused  by  Oram-positive  organisms,  par¬ 
ticularly  streptococci  and  staphyl(KX>cci. 

(lii)  Limitations.  Administer  intra¬ 
muscularly  10  milligrams  per  pound  of 
body  weight  once  a  day  or  5  milligrams 
per  pound  of  body  weight  twice  daily 
or  intravenously  5  to  10  milligrams  per 
pound  of  body  weight  one  or  two  times 
daily  by  slow  injection.  May  be  diluted 
with  5  percent  glucose  in  water  or  nor¬ 
mal  saline  and  given  as  an  infusion;  as 
lincomycin  hydrochloride  monohydrate; 
for  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(2)  SvHne — (i)  Amount.  5  milligrams 
per  pound  of  body  weight  per  day. 

(ii)  Indications  for  use.  Treatment  of 
infectious  arthritis  and  mycoplasma 
pneiunonia. 

(lii)  Limitations.  Administer  intra¬ 
muscularly  as  a  single  daily  dose  for  3  to 
7  days;  as  lincomycin  hydrochloride 
monohydrate:  do  not  treat  within  48 
hours  of  slaughter. 

§  522.1362  Meglumine  diatrizoate  and 
sodium  diatrizoate  injection. 

(a)  Specifications.  Meglumine  dia¬ 
trizoate  and  sodium  diatrizoate  injection 
contains  66  percent  meglumine  diatrizo¬ 
ate  and  10  percent  sodium  diatrizoate  in 
sterile  aqueous  solution. 

(b)  Sponsor.  See  No.  000003  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  for  use  in  dogs  and  cats  for 
'visualization  in  excretion  urography,  in¬ 
cluding  renal  angiography,  uretography, 
cystography  and  urethrography;  aortog¬ 
raphy;  angiocardiography;  peripheral 
arteriography  and  venography;  selective 
corontCTy  arteriography;  cerebral  angi¬ 
ography;  lymphography;  arthrography; 
dis(X}graphy;  and  sialography.  It  is  silso 
useful  as  an  aid  in  delineating  peritoneal 
hernias  and  fistulous  tracts. 

(2)  For  excretion  urography  sidmin- 
ister  0.5  to  1.0  milliliter  per  pound  of 
body  weight  to  a  maximum  of  30  milli¬ 
liters  intravenously.  For  cystography  re¬ 


move  urine,  administer  5  to  25  milliliters 
directly  into  the  bladder  via  catheter. 
For  urethrography  administer  1.0  to  5 
milliliters  via  catheter  into  the  urethra 
to  provide  desired  contrast  delineation. 
For  angiocardiography  (including  aor¬ 
tography)  rapidly  inject  5  to  10  milli¬ 
liters  directly  into  the  heart  via  catheter 
or  intraventricular  puncture.  For  cere¬ 
bral  angiopraphv  rapid  injection  of  3  to 
10  milliliters  Wa  carotid  artery.  For 
peripheral  arteriography  and/or  venog¬ 
raphy  and  selective  coronary  arteriog- 
r{q>hy  rapidly  inject  3  to  10  milliliters 
intravascularly  into  the  vascular  bed  to 
be  delineated.  For  hrmphography  slowly 
inject  1.0  to  10  milliliters  directly  into 
the  lymph  vessel  to  be  delineated.  For 
arthrography  slowly  inject  1.0  to  5  milli¬ 
liters  direqtly  into  the  Joint  to  be  deline¬ 
ated.  For  discography  slowly  inject  0.5 
to  1.0  milliliter  directly  into  the  disc  to 
be  delineated.  For  sialography  slowly  in¬ 
ject  0.5  to  1.0  milliliter  into  the  duct  to 
be  delineated.  For  delineation  of  fistu¬ 
lous  tracts  slowly  inject  quantity  neces¬ 
sary  to  fill  the  tract.  For  delineation  of 
peritoneal  hernias  inject  0.5  to  1.0  milli¬ 
liter  per  pound  of  body  weight  directly 
into  ^e  peritoneal  cavity. 

(3)  F^eral  law  restricts  this  drug  to 
use  by  or  (m  the  order  of  a  licensed 
veterinarian. 

§  522.1380  Methroca rimmed  injection. 

(a)  Chemical  name.  3-(0-Methyoxy- 
phenoxy) -1,2-propanediol  1-carbamate. 

(b)  5peci/lcaftons.  Methocarbamol  in¬ 
jection  contains  per  milliliter:  100  milli¬ 
grams  of  methocarbamol,  0.1  percent  of 
sodium  bisulfite  UJSP.,  60  percent  of 
polyethylene  glycol  300,  and  water  for 
injection  q.8.  Its  pH  is  5.2-6.6.  It  is  sterile 
and  pyrogen-free. 

(c)  Sponsor.  See  No.  000031  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug  is 
administered  to  dogs,  cats,  and  horses  as 
an  adjunct  to  therapy  for  acute  infiam- 
matory  and  traumatic  conditions  of  the 
skeletal  muscles  and  to  reduce  muscular 
spasms  and  in  horses  to  effect  striated 
muscle  relaxation. 

(2)  The  drug  is  administered  intra¬ 
venously.  For  relief  of  moderate  condi¬ 
tions  in  dogs  and  cats,  a  dose  of  20  milli¬ 
grams  per  pound  of  body  weight  may  be 
adequate.  An  initial  dose  in  dogs  and  cats 
of  25  to  100  milligrams  per  pound  of  body 
weight  is  suggested  for  controlling  the 
sevei;e  effects  of  strychnine  poisoning 
and  tetanus.  Additional  amounts  may  be 
needed  in  dogs  and  cats  for  relieving  re¬ 
sidual  effects  and  for  preventing  the  re¬ 
currence  of  symptoms.  A  total  cumulative 
dose  in  dogs  and  cats  of  150  milligrams 
per  pound  of  body  weight  should  not  be 
exce^ed.  For  relief  of  moderate  condi¬ 
tions  in  horses,  a  dose  of  2  to  10  milli¬ 
grams  per  pound  of  txxiy  weight  to  effect 
is  recommended;  smd  for  severe  condi¬ 
tions  (tetanus),  a  dose  of  10  to  25  milli¬ 
grams  per  pound  of  body  weight  to  effect 
is  recommended. 

(3)  Not  to  be  used  in  horses  intended 
for  food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 
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§  522.1404  Sodium  methohexital  for  in* 
jection. 

(a)  Specifications.  Sodium  methohexi¬ 
tal  for  injection  is  a  sterile  dry  powder 
containing  a  mixture  of  sodium  metho¬ 
hexital  and  anhydrous  sodium  carbon¬ 
ate.  It  is  packaged  in  sterile  vials  with 
directions  for  adding  the  necessary 
amount  of  either^sterile  water  for  injec¬ 
tion  or  sterile  normal  saline  solution  to 
produce  a  2.5  percent  solution  of  sodium 
methohexital.  Five  percent  solutions  may 
be  prepared  if  desired  by  halving  the 
amount  of  diluent. 

(b)  Sponsor.  See  No.  000986  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  used  in  dogs  and  cats  as  a  general 
anesthetic. 

(2)  It  is  injected  intravenously  in  the 
average  animal  at  1  milliliter  of  a  2.5 
percent  solution  per  5  poimds  of  animal 
weight.  Approximately  half  the  esti¬ 
mated  dose  is  administered  during  a  pe¬ 
riod  of  approximately  30  to  60  seconds; 
the  remainder  of  the  dose  is  then  ad¬ 
ministered  at  the  rate  of  1  milliliter  per 
60  seconds.  To  maintain  anesthesia  for 
longer  periods  of  time  after  the  initial 
injection,  inject  0.5  milliliter  (12.5  milli¬ 
grams)  to  1  milliliter  (25  milligrams) 
of  the  2.5  percent  solution  per  5  pounds 
of  body  weight  intermittently  as  required. 
Continuous  drip  anesthesia  may  also  be 
employed  after  the  initial  injection  by 
diluting  the  drug  to  0.1  or  0.2  percent 
levels  and  adjusting  the  flow  rate  to  ap¬ 
proximately  0.15  milligram  of  the  drug 
per  minute  for  each  pound  of  body  weight 
to  maintain  continuous  anesthesia. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  ^he  order  of  a  licensed 
veterinarian. 

§  522.1462  Naloxone  hydroehloride  in¬ 
jection. 

(a)  Specifications.  Naloxone  hydro¬ 
chloride  injection  is  an  aqueous  sterile 
solution  containing  0.4  milligram  of  na¬ 
loxone  hydrochloride  per  milliliter. 

(b)  Sponsor.  See  No.  000056  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  Is  used  as 
a  narcotic  antagonist  in  dogs. 

(2)  It  is  administered  by  intravenous, 
intramuscular,  or  subcutaneous  injec¬ 
tion  at  an  initial  dose  of  0.04  milligram 
I>er  kilogram  of  body  weight.  When  given 
intravenously,  the  dosage  may  be  re¬ 
peated  at  2-  to  3-minute  intervals  as 
necessary.  Onset  of  action  by  intramus¬ 
cular  or  subcutaneous  injection  is 
slightly  longer  than  it  is  by  intravenous 
injection,  and  repeated  dosages  must  be 
administered  accordingly. 

(3)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  522.1484  Neomycin  sulfate  sterile  so¬ 
lution. 

(a)  Specifications.  Neomycin  sulfate 
sterile  solution  contains  50  milligrams 
of  neomycin  sulfate  in  each  milliliter 
of  solution  (equivalent  to  35  milli¬ 
grams  neomycin  base).  The  neomy¬ 
cin  sulfate  used  in  preparing  the  dr^ 
conforms  to  the  standards  of  Identity, 
strength,  quality,  and  purity  prescribed 
by  S  444.42a(a)  (1)  of  this  chapter. 


(b)  Sponsor.  See  No.  000009  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs  and  cats  in  the  treatment 
of  acute  and  chronic  bacterial  infections 
due  to  organisms  susceptible  to  neomy¬ 
cin. 

(2)  It  is  administered  intramuscularly 
or  Intravenously  for  a  period  of  3  to  5 
days  in  a  total  daily  dosage  of  5  milli¬ 
grams  per  poimd  of  body  weight.  The 
total  daily  dosage  is  divided  into  por¬ 
tions  that  are  administered  every  6  to 
8  hours. 

(3)  Its  label  shall  bear  an  appropriate 
expiration  date  and  the  statement  that 
neomycin  must  not  be  used  parenterally 
in  food-producing  animals  because  of 
prolonged  residues  of  the  antibiotic  in 
edible  tissues. 

(4)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  522.1503  Neostigmine  methylsulfate 
injection. 

(a)  Specifications.  Neostigmine  meth- 
ylsulfate  injection  contains  two  milli- 
grrams  of  neostigmine  methylsulfate  in 
each  milliliter  of  sterile  aqueous  solution. 

(b)  Sponsor.  See  No.  011716  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
intended  for  use  for  treating  rumen 
atony;  initiating  peristalsis  which  causes 
evacuation  of  the  bowel;  emptying  the 
urinary  bladder;  and  stimulating  skeletal 
muscle  contractions.  It  is  a  curare 
antagonist. 

(2)  It  is  administered  to  cattle  and 
horses  at  a  dosage  level  of  1  milligram  per 
100  pounds  of  body  weight  subcutane¬ 
ously.  It  is  administered  to  sheep  at  a 
dosage  level  of  1  to  1 V2  milligrams  per  100 
pounds  body  weight  subcutaneously.  It  is 
administered  to  swine  at  a  dosage  level 
of  2  to  3  milligrams  per  100  pounds  body 
weight  intramuscularly.  These  doses  may 
be  repeated  as  indicated. 

(3)  The  drug  is  contraindicated  in 
mechanical,  intestmal  or  urinary  ob¬ 
struction,  late  pregnancy,  and  in  animals 
treated  with  other  cholinesterase  in¬ 
hibitors. 

(4)  Not  for  use  in  animals  producing 
milk,  since  this  use  will  result  in  con¬ 
tamination  of  the  milk. 

(5)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.1563  Nitrofurantoin  »odium  in¬ 
jection. 

(a)  Specifications.  It  is  sterile  and 
packaged  so  that  each  vial  contains 
sufficient  drug  to  permit  withdrawal  of 
180  milligrams  of  nitrofurantoin  sodium. 
Hie  nitrofurantoin  sodiiun  used  is  the 
sodium  salt  of  nitrofurantoin  UJSP. 

(b)  Sponsor.  See  No.  000947  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
only  in  bacterial  infections  of  the  urinary 
tract  of  dogs  when  the  oral  forms  are 
not  feasible. 

(2)  It  is  administered  Intramuscularly 
at  the  rate  of  1.5  mUligrams  of  nitro¬ 
furantoin  sodium  per  pound  of  body 
weight  twice  dally  (total  daily  dose:  3 


milligrams  per  pound)  for  a  maximum 
of  10  days. 

(3)  For  use  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  522.1620  Orgotein  for  injection. 

(a)  Specifications.  Orgotein  for  injec¬ 
tion  is  packaged  in  a  vial  containing  5 
milligrams  of  orgotein  and  10  milli¬ 
grams  of  sucrose  as  lyophilized  sterile 
nonpyrogenic  powder  with  directions 
for  dissolving  the  contents  of  the 
vial  in  2  milliliters  of  diluent  which  is 
sodium  chloride  injection,  U.S.P. 

(b)  Sponsor.  See  No.  024991  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
horses  in  the  treatment  of  soft  tissue  in¬ 
flammation  associated  with  the  musculo¬ 
skeletal  system. 

(2)  It  is  administered  by  deep  intra¬ 
muscular  injection  at  a  dosage  level  of 
5  milligrams  every  other  day  for  2  weeb 
and  twice  weekly  for  2  to  3  more  weeks. 
In  severe  cases,  both  acute  and  chronic 
may  benefit  more  from  daily  therapy  ini¬ 
tially.  Dosage  may  be  continued  beyond 
5  weeks  if  satisfactory  improvement  has 
not  yet  been  achieved. 

(3)  Not  for  use  in  horses  intended  for 
food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.1642  Oxymorphone  hydrochlor¬ 
ide  injection. 

(a)  Specifications.  The  drug  contains 
1  or  1.5  milligrams  of  oxymorphone 
hydrochloride  per  milliliter  of  aqueous 
solution  containing  0.8  percent  sodium 
chloride. 

(b)  Sponsor.  See  No.  000056  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
a  narcotic  analgesic,  preanesthetic,  an¬ 
esthetic.  and  substitute  anesthetic  ad¬ 
juvant  for  intramuscular,  subcutaneous 
or  intravenous  administration  to  cats 
and  dogs  as  follows; 


Animal 

Body  weight 
(pounds) 

Dosage 

(milligram) 

1  2  to  5 . 

0.76 

5  to  16 . 

0. 76-1. 5 

Dogs . 

..A  15  to  30 . 

l.S-2.6 

30  to  60 . 

2.6-4.0 

1  Over  60 . 

4.0 

Cats . . 

_ Small . 

0.4-0.75 

Large . 

a  76-1. 6 

(2)  Do  not  mix  with  a  barbiturate  in 
the  same  syringe  to  preclude  precipita¬ 
tion. 

(3)  It  tends  to  depress  respiration. 
Naloxone  hydrochloride  and  other  nar¬ 
cotic  antagonists  are  used  to  counter 
over-dosing. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.1662  Oxyletracyclinc  hydrochlor¬ 
ide  implantation  or  injectable  dosage 
forms. 

§  522.1662a  Oxytetracycline  hydro¬ 
chloride  injection. 

(a)(1)  Specifications.  The  drug  con¬ 
tains  50  milligrams  of  oxytetracycline 
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hydrochloride  in  each  milliliter  of  sterile 
solution. 

(2)  Sponsor.  See  No.  025001  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
intended  for  use  in  beef  cattle,  beef 
calves,  nonlactating  dairy  cattle,  and 
dsdry  calves  for  treatment  of  disease 
conditions  caused  by  one  or  more  of  the 
following  oxytetracycline  sensitive  path¬ 
ogens  listed  as  follows:  pneumonia  and 
shipping  fever  complex  (Pasteurella 
spp.:  Hemophilis  spp.;  Klebsiella  spp.), 
bacterial  enteritis  (scours)  (£.  coZi), 
foot-rot  (Spherophorus  necrophorus) , 
diphtheria  (.Spherophorus  necrophorus) , 
wooden  tongue  (Actinobacillus  lignier- 
esii.  leptospirosis  (Leptospira  pomona). 
and  wound  infections;  acute  metritis; 
traumatic  injury  (caused  by  a  variety  of 
bacterial  orgimisms  (such  as  streptococ¬ 
cal  and  staphylococcal  organisms)). 

(ii)  It  is  administered  by  intramus¬ 
cular  injection  of  3  to  5  niilligrams  of 
oxytetracycline  hydrochloride  per  poimd 
of  body  weight  per  day.  Leptospirosis, 
severe  foot-rot  and  severe  forms  of  the 
indicated  diseases  should  be  treated 
with  5  milligrsuns  per  pound  of  body 
weight  per  day.  Treatment  should  be 
continu^  for  24  to  48  hours  following 
remission  of  disease  symptoms;  how¬ 
ever,  not  to  exceed  a  total  of  4  consecu¬ 
tive  days.  Only  2  milliliters  of  the  drug 
should  be  injected  per  site  in  case  of 
calves  weighing  100  pounds  or  less  and 
not  more  than  10  milliliters  should  be 
injected  per  site  in  adult  cattle. 

(iil)  Discontinue  treatment  with  the 
drug  at  least  20  days  prior  to  slaughter 
of  the  animal.  When  administered  to 
animals  within  30  days  of  slaughter, 
muscle  discoloration  may  necessitate 
trimming  of  injection  site  and  surround¬ 
ing  tissues. 

(iv)  For  use  only  in  beef  cattle,  beef 
calves,  nonlactating  dairy  cattle,  and 
dairy  calves. 

(b)  (1)  Specifications.  The  drug  con¬ 
tains  50  milligrams  of  oxytetracycline 
base  as  oxytetracycline  hydrochloride  in 
each  milliliter  of  sterile  solution. 

<2)  Sponsor.  See  No.  000010  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
intended  for  use  in  the  treatment  of 
diseases  due  to  oxytetracycline-s\iscep- 
tible  organisms  in  beef  cattle  and  non¬ 
lactating  dairy  cattle.  It  is  indicated  in 
the  treatment  of  pneiunonia  and  ship¬ 
ping  fever  complex  associated  wdth  Pas- 
teurella  spp..  Hemophilus  spp.,  Kleb~ 
siella  spp.,  footrot  and  diphtheria  caused 
by  Spherophorus  necrophorus,  bacterial 
enteritis  (scours)  caused  by  Escherichia 
coli,  wooden  tongue  caused  by  Actino¬ 
bacillus  lignieresi,  acute  metritis,  and 
woimd  infections  caused  by  Staphylo¬ 
coccal  and  Streptococcal  organisms. 
The  drug  is  intended  for  use  in  sows 
to  aid  in  control  of  infections  enteritis 
(baby  pig  scours,  colibacillosis)  in  suck¬ 
ling  pigs  caused  by  Escherichia  coli. 

(ii)  It  is  administered  by  intramuscu¬ 
lar  or  intravenous  injection  to  beef  cattle 
and  non-lactating  dairy  cattle  at  a  level 
of  3  to  5  milligrams  of  oxytetracycline 
per  poimd  of  body  weight  per  day.  In 
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severe  foot-rot  and  severe  forms  of  the 
indicated  diseases  treat  at  5  milligrams 
per  pound  of  body  weight.  When  admin¬ 
istered  intramuscularly  no  more  than  0.5 
to  2  milliliters  should  be  injected  in  each 
site  in  the  case  of  smaller  animals  and 
no  more  than  10  milliliters  should  be  in¬ 
jected  in  each  site  in  adult  cattle.  Treat¬ 
ment  in  cattle  should  be  continued  for  24 
to  48  hours  following  remission  of  dis¬ 
ease  symptoms,  not  to  exceed  a  total  of 
4  days.  It  is  administered  to  sows  intra¬ 
muscularly  at  a  level  of  3  milligrams  of 
oxytetracycline  per  pound  of  body  weight 
approximately  8  hours  before  farrowing 
or  immediately  after  completion  of  far¬ 
rowing.  No  more  than  5  milliters  should 
be  injected  intramuscularly  per  site  in 

SOW'S. 

(iii)  Not  for  use  in  lactating  dairy 
animals.  Discontinue  use  18  days  before 
slaughter.  When  administered  to  animals 
within  20  days  of  slaughter,  muscle  dis¬ 
coloration  may  necessitate  trimming  of 
injection  site  and  surrounding  tissues. 

(iv)  If  the  product  contains  the  state- 
m«it.  “Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian"  it  may  contain  additional 
directions  for  use  in  beef  cattle  and  non¬ 
lactating  dairy  cattle  for  use  in  the  treat¬ 
ment  of  anaplasmosis  caused  by  Ana- 
plasma  marginale.  It  is  administered  to 
beef  cattle  and  nonlactating  dairy  cattle 
as  described  in  subdivision  (ii)  of  this 
subparagraph  at  the  dosage  level  of  5 
milligrams  of  oxytetracycline  per  pound 
of  body  weight. 

(c)(1)  Specifications.  The  drug  con¬ 
tains  50  milligrams  of  oxytetracycline 
hydrochloride  in  each  milliliter  of  sterile 
solution. 

(2)  Sponsor.  See  No.  000196  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
intended  for  use  in  the  treatment  of  dis¬ 
ease  due  to  oxytetracycline-susceptible 
organisms  in  beef  cattle  and  non-lactat¬ 
ing  dairy  cattle.  It  is  indicated  in  the 
treatment  of  pneumonia  and  shipping 
fever  complex  associated  with  Pasteu- 
rella  sp..  Hemophilus  sp.,  Klebsiella  sp., 
foot  rot  and  diphtheria  caused  by 
Spherophorus  necrophorus,  bacterial 
enteritis  (scours)  caused  by  Escherichia 
coli,  wooden  tongue  caused  by  Actinoba¬ 
cillus  lignieresi,  acute  metritis,  and 
wound  infections  caused  by  staphylococ¬ 
cal  and  streptococcal  organisms. 

(ii)  It  is  administered  to  cattle  at  a 
dosage  level  of  3  to  5  milligrams  per 
pound  of  body  weight  per  day  intra¬ 
muscularly  or  intravenously.  Severe  foot 
rot  and  the  severe  forms  of  the  indicated 
diseases  should  be  treated  with  5  milli¬ 
grams  per  pound  of  body  weight.  Treat¬ 
ment  should  be  continued  24  to  48  hours 
following  remission  of  disease  symptoms, 
however,  not  to  exceed  a  total  of  4  con¬ 
secutive  days.  If  no  improvement  is  noted 
within  24  hours,  consult  a  veterinarian. 
When  injecting  the  drug  Intramuscularly, 
do  not  inject  more  than  10  milliliters  per 
site  in  adult  cattle.  Reduce  the  amount 
injected  at  each  site  according  to  the 
size  of  the  animal.  For  very  small  calves 
do  not  use  more  than  2  milliliters  per 
injection  site. 


(iii)  Not  for  use  in  lactating  dairy 
cattle.  Discontinue  treatment  at  least  19 
days  prior  to  slaughter.  When  admin¬ 
istered  intramuscularly  within  30  days  of 
slaughter,  muscle  discoloration  may  ne¬ 
cessitate  trinuning  of  the  injection  site 
and  surrounding  tissues. 

(d)(1)  Speci/lcctions.  The  drug  con¬ 
tains  50  milligrams  of  oxytetracycline 
hydrochloride  in  each  milliliter  of  sterile 
solution. 

(2>  Sponsor.  See  No.  000069  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  In  beef  cat¬ 
tle  and  non-lactating  dairy  cattle  as 
follows: 

(a)  It  is  used  for  the  treatment  of 
pneumonia  and  shipping  fever  complex 
associated  with  Pasteurella  spp.  and 
Hemophilus  spp;  foot-i*ot  and  diphtheria 
caused  by  Spherophorus  necrophorus: 
bacterial  enteritis  (scours)  caused  by 
Escherichia  coli;  wooden  tongue  caused 
by  Actinobacillus  lignieresi;  leptospirosis 
caused  by  Leptospira  pomona;  wound  in¬ 
fections  and  acute  metritis  caused  by 
staphyl  ococcal  and  streptococcal  orga¬ 
nisms. 

(b)  Administer  by  Intravenous  or  in¬ 
tramuscular  injection  at  3  to  5  milli¬ 
grams  of  oxytetracycline  per  pound  of 
body  weight  per  day.  In  the  treatment  of 
severe  foot-rot  and  severe  forms  of  the 
indicated  diseases,  a  dosage  level  of  5 
milligrams  per  pound  of  body  weight  per 
day  is  recommended. 

(c)  If  the  labeling  of  the  drug  bears 
the  statement  “Federal  law  restricts  this 
drug  to  use  by  or  on  the  order  of  a 
licensed  veterinarian”,  it  may  include  ad¬ 
ditional  directions  for  use  in  beef  cattle 
and  non-lactating  dairy  cattle  for  the 
treatment  of  anaplasmosis  caused  by 
Anaplasma  marginale,  and  anthrax 
caused  by  Bacillus  anthracis  in  which 
case  the  drug  is  given  at  3  to  5  milligrams 
of  oxytetracycline  per  pound  of  body 
weight  per  day  for  anthrax,  and  at  5 
milligrams  per  pound  of  body  weight  per 
day  for  anaplasmosis. 

( ii )  In  swine  as  follows : 

(a)  It  is  used  for  the  treatment  of 
bacterial  enteritis  (scours,  colibacillosis) 
caused  by  Escherichia  coli;  pneumonia 
caused  by  Pasteurella  multocida;  and 
leptospirosis  caused  by  Leptospira  po¬ 
mona.  Administered  to  sows  as  an  aid 
in  the  control  of  infectious  enteritis 
(baby  pig  scours,  colibacillosis)  in  suck¬ 
ling  pigs  caused  by  Escherichia  coli. 

(b)  Administer  by  intramuscular  In¬ 
jection  at  3  to  5  milligrams  of  oxytetra¬ 
cycline  per  pound  of  body  weight  per  day 
to  swine.  Administered  to  sows  at  3  milli¬ 
grams  of  oxytetracycline  per  pound  of 
body  weight  approximately  8  hours  be¬ 
fore  farrowing  or  immediately  after  far¬ 
rowing. 

(iii)  In  poultry  (broilers,  turkeys,  and 
breeding  chickens)  as  follows: 

(a)  It  is  used  for  the  treatment  of  air 
sacculitis  (air-sac  disease,  chronic  res¬ 
piratory  disease)  caused  by  Mycoplasma 
gallisepticum  and  Escherichia  coli;  fowl 
cholera  caused  by  Pasteurella  multocida; 
infectious  sinusitis  caused  by  Myco¬ 
plasma  gallisepticum;  and  Infectious 
synovitis  caused  by  Mycoplasma  syn- 
oviae. 
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(b)  Administered  subcutaneously  to 
chickens  1  day  to  2  weeks  of  age  at  6.25 
milligrams  of  oxytetracycline  per  bird 
per  day  diluted  with  1  part  of  the  drug  to 

3  parts  of  sterile  water;  to  chickens  2 
to  4  weeks  of  age  using  the  same  diluted 
product  at  12.5  milligrams  of  oxytetra¬ 
cycline  per  bird ;  to  chickens  4  to  8  weeks 
of  age  without  dilution  at  25  milligrams 
of  oxytetracycline  per  bird;  to  chickens 
8  weeks  of  age  (broilers  and  light  pul¬ 
lets)  at  50  milligrams  of  oxytetracycline 
per  bird;  to  adult  chickens  at  100  milli¬ 
grams  of  oxytetracycline  per  bird. 

(c)  Administered  subcutaneously  to 
turkeys  1  day  to  2  weeks  of  age  and  2  to 

4  weeks  of  age  at  the  same  dosage  as 
chickens;  to  turkeys  4  to  6  weeks  of  age 
at  50  milligrams  of  oxytetracycline  as  the 
undiluted  product  per  bird;  to  turkeys  6 
to  9  weeks  of  age  at  100  milligrams  of 
oxytetracycline  per  bird;  to  turkeys  9  to 
12  weeks  of  age  at  150  milligrams  of  oxy¬ 
tetracycline  E>er  bird;  to  turkeys  12  weeks 
of  age  and  older  at  200  milligrams  of 
oxytetracycline  p>er  bird.  In  light  turkey 
breeds,  no  more  than  25  milligrams  per 
pound  of  body  weight  is  administered. 
For  the  treatment  of  infectious  sinusitis 
in  turkeys,  V4  to  V4  milliliter  of  the  drug 
is  injected  directly  into  each  swollen 
sinus  depending  upon  the  age  of  the  bird 
and  the  severity  of  the  condition.  At  the 
time  that  the  sinuses  are  treated,  the 
drug  should  also  be  administered  sub¬ 
cutaneously  to  the  birds  according  to 
the  dosage  schedule  given  in  paragraph 

(d)  (3)  (iii)  (c)  of  this  section.  If  refilling 
of  the  sinuses  occiu’s,  the  treatment  may 
be  repeated  in  5  to  7  days. 

(iv)  Treatment  of  all  diseases  should 
be  instituted  early.  Treatment  should 
continue  for  24  to  48  hours  beyond  the 
remission  of  disease  symptoms,  but  not 
exceed  a  total  of  4  consecutive  days.  If 
no  improvement  is  noted  within  24  to  48 
hours,  diagnosis  and  therapy  should  be 
reevaluated. 

(V)  When  injecting  intramuscularly  in 
adult  livestock,  do  net  inject  more  than 
10  milliliters  at  any  one  site.  The  volume 
administered  per  injection  site  should  be 
reduced  according  to  age  and  body  size 
so  that  1  or  2  milliliters  are  Injected  in 
smaller  animals  such  as  small  calves 
and  young  pigs.  Intravenous  administra¬ 
tion  is  recommended  in  cattle  when  daily 
dosage  exceeds  50  rallliliters. 

(Vi)  Treatment  must  be  discontinued 
at  least  5  days  prior  to  slaughter  for 
chickens  and  turkeys  and  at  least  22 
days  prior  to  slaughter  for  cattle  and 
swine.  When  administered  intramuscu¬ 
larly  to  animals  within  30  days  of  slaugh¬ 
ter,  muscle  discoloration  may  necessitate 
trimming  of  the  Injection  site(s)  and 
surrounding  tissues  during  the  dressing 
procedure. 

(vii)  Not  for  use  in  lactating  dairy  ani¬ 
mals.  Do  not  administer  to  laying  hens 
unless  the  eggs  are  used  for  hatching 
only. 

(e)(1)  Specifications.  The  drug  con¬ 
tains  100  milligrams  of  oxytetracycline 
base  as  oxytetracycline  hydrochloride  in 
each  milliliter  of  sterile  solution.  ^ 


(2)  Sponsor.  See  code  No.  000069  in 
§  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  For  beef 
cattle  and  nonlactating  dairy  cattle  in 
the  treatment  of  pneumonia  and  ship¬ 
ping  fever  complex  -  associated  with 
Pasteurella  spp.  and  Hemophilus  spp.; 
foot-rot  and  diptheria  causeci  by  Sphero~ 
phorus  necrophorus;  bacterial  enteritis 
(scours)  caused  by  Escherichia  coli; 
wooden  tongue  caused  by  Actinobacillus 
lignieresi;  leptospirosis  caused  by  Lepto¬ 
spira  pomona;  and  wound  infections  and 
acute  metritis  caused  by  strains  of  Sta¬ 
phylococci  and  Streptococci  sensitive  to 
oxytetracycline.  If  the  labeling  of  the 
drug  bears  the  statement  “Federal  lawr 
restricts  this  drug  to  use  by  or  on  the 
order  of  a  licensed  veterinarian",  it  may 
include  additional  uses  in  beef  cattle  and 
nonlactating  dairy  cattle  for  the  treat¬ 
ment  of  anaplasmosis  caused  by  Ana- 
plasma  marginale  and  anthrax  caused 
by  Bacillus  anthracis. 

(ii)  Administer  by  Intramuscular  in¬ 
jection  at  a  dosage  level  of  3  to  5  milli¬ 
grams  of  oxytetracycline  per  pound  of 
body  weight  per  day.  In  the  treatment  of 
anaplasmosis,  foot-rot,  and  advanced 
cases  of  other  indicated  diseases,  5  milli¬ 
grams  per  pound  of  body  weight  per  day 
is  recommended. 

(iii)  Treatment  of  all  diseases  should 
be  instituted  early  and  should  continue 
for  24  to  48  hours  beyond  remission  of 
disease  symptoms,  but  not  to  exceed  a 
total  of  4  consecutive  days.  If  no  im¬ 
provement  is  noted  within  24  to  48  hours, 
diagnosis  and  therapy  should  be  re¬ 
evaluated. 

(iv)  When  Injecting  intramuscularly 
in  adult  cattle,  do  not  inject  more  than 
10  milliliters  at  any  one  site.  The  volume 
administered  per  injection  site  should  be 
reduced  according  to  age  and  body  size 
so  that  1  to  2  milliliters  are  injected  in 
smaller  animals  such  as  small  calves. 

(V)  Treatment  must  be  discontinued 
at  least  15  days  prior  to  slaughter.  Ex¬ 
ceeding  the  highest  recommended  dose 
of  5  milligrams  per  pound  of  body  weight, 
administering  at  recommended  levels  for 
more  than  4  consecutive  days,  and/or  ex¬ 
ceeding  10  milliliters  intramuscularly 
per  injection  site  may  result  in  anti¬ 
biotic  residues  beyond  the  withdrawal 
time. 

(vi)  Not  for  use  in  lactating  dairy 
animals. 

(f)(1)  Specifications.  The  drug  con¬ 
tains  50  milligrams  of  oxytetracycline 
hydrochloride  in  each  milliliter  of  sterile 
solution. 

(2)  Sponsor.  See  No.  010271  in 
§  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  Use  in  beef 
cattle,  beef  calves,  nonlactating  dairy 
cattle,  and  dairj’  calves  for  the  treat¬ 
ment  of  pneumonia  and  shipping  fever 
complex  associated  with  Pasteurella  spp. 
and  Hemophilus  spp;  foot-rot  and  diph¬ 
theria  caused  by  Spherophorus  necro¬ 
phorus;  bacterial  enteritis  (scours) 
caused  by  Escherichia  coli;*  w’ooden 
tongue  caused  by  Actinobacillus  lignier¬ 
esi;  leptospirosis  caused  by  Leptospira 
pomona;  wound  infections,  acute  metri¬ 


tis,  and  traumatic  injury  caused 
by  staphylococcal  and  streptococcal 
organisms. 

(ii)  Administer  by  intramuscular  in¬ 
jection  at  3  to  5  milligrams  of  oxytetra¬ 
cycline  per  pound  of  body  weight  per  day. 
In  the  treatment  of  leptospirosis,  severe 
foot-rot,  and  severe  forms  of  the  indi¬ 
cated  diseases,  administer  5  milligrams 
per  pound  of  body  weight  per  day. 

(iii)  Treatment  should  continue  for  24 
to  48  hours  beyond  remission  of  disease 
symptoms,  but  not  to  exceed  a  total  of 
4  consecutive  days.  Treat  at  the  first 
clinical  signs  of  disease.  If  no  improve¬ 
ment  is  noted  within  48  hours,  consult 
a  veterinarian  for  diagnosis  and  therapy. 

(iv)  In  adult  livestock,  do  not  inject 
more  than  10  milliliters  at  any  one  site. 
Reduce  the  volume  administered  per  in¬ 
jection  site  according  to  age  and  body 
size.  In  calves  weighing  100  pounds  or 
less  inject  only  2  milliliters  per  site. 

(V)  Discontinue  treatment  at  least  22 
days  prior  to  slaughter.  Exceeding  the 
recommended  dosage  level  or  duration 
of  treatment  may  result  in  antibiotic 
residues  beyond  the  withdrawal  time. 

(vi)  Not  for  use  in  lactating  dairy 
animals. 

§  522.1662b  Oxytetracycline  hydro¬ 
chloride  with  lidocaine  injection. 

(a)  Specifications.  The  drug  contains 
50  or  100  milligrams  of  oxytetracycline 
hydrochloride  and  2  percent  lidocaine  in 
each  milliliter  of  sterile  aqueous  solution. 

(b)  Sponsor.  See  Nos.  000069  and 
000196  in  §  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  use  in  the  treatment  of 
diseases  of  dogs  caused  by  pathogens  sen¬ 
sitive  to  oxytetracycline  hydrochloride 
including  treatment  for  the  following 
conditions  in  dogs  caused  by  susceptible 
microorganisms:  Bacterial  infections  of 
the  urinary  tract  caused  by  Hemolytic 
staphylococcus.  Streptococcus  spp..  Bac¬ 
terial  pulmonary  infections  caused  by 
Brucella  bronchiseptica.  Streptococcus 
pyogenes.  Staphylococcus  aureus,  sec¬ 
ondary  bacterial  infections  caused  by 
Micrococcus  pyogenes  var.  albus.  Bru¬ 
cella  bronchiseptica,  Streptococcus  spp. 

(2)  The  drug  is  administered  intra¬ 
muscularly  at  a  recommended  daily 
dosage  to  dogs  at  5  milligrams  per  pound 
of  body  weight  administered  in  divided 
doses  at  6  to  12  h  intervals.  Therapy 
should  be  continued  for  at  least  24  h 
after  all  symptoms  have  subsided. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.1680  Oxytocin  injection. 

(a)  Specifications.  Each  milliliter  of 
oxytocin  injection  contains  20  U.S.P. 
units  of  oxytocin. 

(b)  Sponsor.  See  Nos.  000845,  012481, 
011811  and  010469  in  §  510.600(c)  of  this 
chapter. 

(c)  Conditions  of  use.  (1)  (1)  The  drug 
is  administered  for  obstetrical  use  by 
intravenous,  intramuscular,  or  subcu¬ 
taneous  Injection  imder  aseptic  condi¬ 
tions  as  indicated.  The  following  dosages 
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are  recommended  and  may  be  repeated 
as  conditions  require: 


C«te  . 0.25  to  0.5  ml-  5  to  10  TJ.S.P.  unite. 

Dogs . 0.25  to  1.5  ml-  5  to  80  U.8.P.  unite. 

Ewes,  sows _ 1.5  to  2.5  ml...  80  to  50  XI .8. P.  unite. 


Cows,  horsw.'.'.  5.0  ml . 100  U.8.P.  unite. 


(ii)  The  drug  is  also  used  for  augment¬ 
ing  the  letdown  of  milk,  and  for  this 
purpose  intravenous  administration  Js 
desirable.  The  following  dosage  is  recom¬ 
mended  ami  may  be  repeated  as  condi- 
tlxms  require: 


Cows . 0.5  to  1.0 ml...  10  to  20  IJJS.P.  unite. 

Sows . 0.25  to  1.0  ml..  5  to  20  U.8.P.  unite. 


(2)  Do  not  use  in  dystocia  due  to  ab¬ 
normal  presentation  of  fetus  until  cor¬ 
rection  is  accomplished. 

(3)  Federal  law  restricts  this  drug  to 
use  by  (m  the  order  of  a  licensed 
veterinarian. 

§  522.1704  Sodium  pontobarbital  injec¬ 
tion. 

(a) (1)  Specifications.  Sodium  pento¬ 
barbital  Injection  is  sterile  and  contains 
in  each  milliliter  64.8  milligrams  of  so¬ 
dium  pentobarbital. 

(2)  Sponsor.  See  No.  011716  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug 
is  indicated  for  use  as  a  general  anesthet¬ 
ic  in  dogs  and  cats.  Although  it  may  be 
used  as  a  general  surgical  anesthetic  for 
horses,  it  is  usually  given  at  a  lower  dose 
to  cause  sedation  and  hypnosis  and  may 
be  supplemented  with  a  local  anesthetic. 
It  may  also  be  used  in  dogs  for  the  symp¬ 
tomatic  treatment  of  strychnine  poison¬ 
ing. 

(ii)  The  drug  is  administered  intra¬ 
venously  “to  effect".  For  general  surgi¬ 
cal  anesthesia,  the  usual  dose  is  11  to  13 
milligrams  per  pound  of  body  weight.  For 
sedation,  the  usual  dose  is  approximately 
2  milligrams  per  pound  of  body  weight. 
For  relieving  convulsive  seizures  in  dogs, 
when  caused  by  strychnine,  the  injection 
should  be  administered  intravenously  “to 
effect".  The  drug  may  be  given  intraperi- 
toneally  if  desired.  However,  the  results 
of  such  injections  are  less  uniform.  When 
given  intraperitoneally,  it  is  adminis¬ 
tered  at  the  same  dosage  level  as  for  in¬ 
travenous  administration.  The  dose  must 
be  reduced  for  animals  showing  xmder- 
nourishment,  toxemia,  shock  and  similar 
conditions. 

(iii)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  veteri¬ 
narian. 

(b)  (1)  Specifications.  Sodium  pento¬ 
barbital  injection  is  sterile  and  contains 
in  each  milliliter  65  milligrams  of  sodium 
pentobarbital. 

(2)  Sponsor.  See  Nos.  000845  and 
000381  in  §  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  use  as  a  general  anesthetic 
in  dogs  and  cats. 

(ii)  The  drug  is  administered  intra¬ 
venously  “to  effect."  For  general  anes¬ 
thesia,  the  usual  dose  is  13  milligrams 
per  poimd  of  body  weight. 


(iii)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  322.1720  Phenylbutazone  injection. 

(a)  Specifications.  The  drxig  contains 
100  or  200  milligrams  of  phenylbutazone 
in  each  milliliter  of  sterile  aqueous  solu¬ 
tion. 

(b)  Sponsors.  (1)  Approval  for  use  of 
the  200  milligrams  per  iHilliliter  drug  in 
dogs  and  horses:  See  sponsor  Noe.  017220. 
011757,  and  010719  in  §  510.600(c)  of  this 
chapter. 

(2)  Approval  for  use  of  the  200  milli¬ 
grams  per  milliliter  drug  in  horses:  See 
sponsor  Nos.  010271,  000010,  011398, 
000864,  and  000381  in  §  510.600(c)  of  this 
chapter. 

(3)  Approval  for  use  of  the  100  milli¬ 
grams  per  milliliter  drug  in  dogs  and 
horses:  See  sponsor  No.  000856  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use  for  dogs.  (1)  It 
is  used  for  the  relief  of  inflanunatory 
conditions  associated  with  the  musculo¬ 
skeletal  system. 

(2)  It  is  administered  intravenously  at 
a  dosage  level  of  10  milligrams  per  pound 
of  body  weight  daily  in  3  divided  doses, 
not  to  exceed  800  milligrams  daily  re¬ 
gardless  of  weight.  Limit  intravenous  ad¬ 
ministration  to  2  successive  days.  Oral 
medication  may  follow. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

(d)  Conditions  of  use  for  horses.  (1) 
It  is  used  for  the  relief  of  inflammatory 
conditions  associated  with  the  musculo¬ 
skeletal  system. 

(2)  It  is  administered  intravenously 
at  a  dosage  level  of  1  to  2  grams  per  1,000 
pounds  of  body  weight  daily  in  3  divided 
doses,  not  to  exceed  4  grams  daily.  Limit 

.  intravenous  administration  to  not  more 
than  5  successive  days. 

(3)  Not  for  use  in  animals  intended 
for  food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§522.1800  Piperacetazine  injection. 

(a)  5peci/Icaff(ms.  The  drug  is  a  sterile 
aqueous  solution  and  each  milliliter  con¬ 
tains  piperacetazine  hydrochloride  equiv¬ 
alent  to  2  milligrams  of  piperacetazine. 

(b)  Sponsor.  See  No.  011716  in  8  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  intended 
for  use  in  dogs  and  cats  as  a  tranquilizer, 
sedative,  and  antiemetic  agent  and  for 
the  symptomatic  relief  of  pruritis. 

( 2 )  It  is  administered  intramuscularly, 
intravenously,  or  subcutaneously; 
method  of  administration  depends  upon 
the  effect  desired.  It  is  administered  at  a 
recommended  average  dose  that  ranges 
from  0.5  to  2  milligrams  per  10  poxmds 
of  body  weight,  depending  on  the  effect 
desired  and  the  response  of  the  patient. 
Subsequent  doses  are  adjusted  as  indi¬ 
cated.  Treatment  is  repeated  as  neces¬ 
sary.  Parenteral  treatment  may  be  fol¬ 
lowed  by  administration  of  the  drug  in 
tablet  form,  as  indicated. 


(3)  It  Is  not  to  be  used  in  conjxmction 
with  organop&osphates  and/or  procaine 
hydrochloride  because  phenothiazines 
may  potentiate  the  toxicity  of  organo- 
phosphates  and  the  activity  of  procaine 
hydrochloride. 

(4)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.1820  Pituitary  luteinizing  hor¬ 
mone  for  injection. 

(a)  Specifications.  The  drug  is  a  ly- 
ophilized  pituitary  extract  Each  6-milli- 
liter  vial  contains  an  amount  equivalent 
to  25  milligrams  of  standard  pituitary 
luteinizing  hormone  and  is  reconstituted 
for  use  by  addition  of  5  milliliters  of  0.9 
percent  aqueous  sodium  chloride  solu¬ 
tion. 

(b)  Sponsor.  No.  000845  in  8  510.600 

(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  an  aid  in  the  treatment  of  breeding 
disorders  related  to  pituitary  hypofvmc- 
tion  in  cattle,  horses,  swine,  sheep,  and 
dogs. 

(2)  Preferably  given  by  intravenous 
injection,  it  may  be  administered  sub¬ 
cutaneously;  dosage  is  as  follows;  Cat¬ 
tle  and  horses,  25  mg;  swine,  5  mg;  sheep, 
2.5  mg,  and  dogs,  1.0  mg.  Treatment  may 
be  repeated  in  1  to  4  weeks,  or  as 
indicated. 

(c)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.1862  Sterile  pralidoxime  chloride. 

(a)  Chemical  name.  2-Formyl-l- 
methylpyrldinium  chloride  oxime. 

(b)  Specifications.  Stej^e  pralidoxime 
chloride  Is  packaged  In  vials.  Each  vial 
contains  1  gram  of  sterile  pralidoxime 
chloride,  powder  and  includes  directions 
for  mixing  this  gram  with  20  cubic  centi¬ 
meters  of  sterile  water  for  injection  prior 
to  use. 

(c)  Sponsor.  See  No.  000046  in  8  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  used  in 
horses,  dogs,  and  cats  as  an  antidote  in 
the  treatment  of  poisoning  due  to  ttiose 
pesticides  and  chemicals  of  the  organo- 
phosphate  class  which  have  anticholin¬ 
esterase  activity  in  horses,  dogs,  and  cats. 

(2)  It  is  administered  as  soon  as  pos¬ 
sible  after  exposure  to  the  poison.  Before 
administration  of  the  sterile  pralidoxime 
chloride,  atropine  is  administered  intra¬ 
venously  at  a  dosage  rate  of  0.05  milli¬ 
gram  per  pound  of  body  weight,  fol¬ 
lowed  by  administration  of  an  additional 
0.15  milligram  of  atropine  per  poxmd  of 
body  weight  administered  intramuscu¬ 
larly.  Then  the  appropriate  dosage  of 
sterile  pralidoxime  chloride  is  adminis¬ 
tered  slowly  intravenously.  The  dosage 
rate  for  sterile  pralidoxime  chloride 
when  administered  to  horses  is  2  grams 
per  horse.  When  administered  to  dogs 
and  cats,  it  is  25  milligrams  per  poxmd  of 
body  weight.  For  small  dogs  and  cats, 
sterile  pralidoxime  chloride  may  be  ad¬ 
ministered  either  intraperitoneally  or 
intramuscularly.  A  mild  degree  of  atro- 
pinizatlon  should  be  maintained  for  at 
least  48  hoiu^.  Following  severe  poison¬ 
ing,  a  second  dose  of  sterile  pralidoxime 


FEDERAL  REGISTER,  VOL.  40.  NO.  60 — THURSDAY,  MARCH  27,  1975 


RULES  AND  REGULATIONS 


13869 


chloride  may  be  given  after  1  hotir  if 
muscle  weakness  has  not  been  relieved. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.1880  Sterile  prednisolone  suspen* 
sion. 

(a)  Specifications.  Each  milliliter  of 
sterile  aqueous  suspension  contains  10 
or  25  milligrams  of  prednisolone. 

(b)  Sponsor.  See  No.  010719  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  indicated  in  the  treatment  of  dogs, 
cats,  and  horses  for  use  as  an  anti¬ 
inflammatory  agent. 

(2)  The  drug  is  administered  as  fol¬ 
lows  and  treatment  may  be  repeated 
when  necessary: 


§  522.1881  Sterile  prednisolone  acetate 
aqueous  suspensjon. 

(a)  Specifications.  Each  milliliter  of 
sterile  aqueous  suspension  contains  25 
mg  of  prednisolone  acetate. 

(b)  Sponsor.  See  No.  000085  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  Indicated  in  the  treatment  of  dogs, 
cats,  and  horses  for  conditions  requiring 
an  anti-inflammatory  agent.  The  drug  is 
indicated  for  the  treatment  of  acute 
musculoskeletal  inflammations  such  as 
bursitis,  carpitis,  and  spondylitis.  The 
drug  is  indii^ted  as  supportive  therapy 
in  nonspeclflc  dermatosis  such  as  sum¬ 
mer  eczema  and  atopy.  The  drug  may  be 
used  as  supportive  therapy  pre-  and 
post-operatively  and  for  various  stress 
conditions  when  corticosteroids  are  re¬ 
quired  while  the  animal  is  being  treated 
for  a  speciflc  condition. 

(2)  The  drug  is  administered  to  horses 
intra-articularly  at  a  dosage  level  of  50- 
100  mg.  The  dose  may  be  repeated  when 
necessary.  If  no  response  is  noted  after 
3  or  4  days,  the  possibility  must  be  con¬ 
sidered  that  the  condition  is  unrespon¬ 
sive  to  prednisolone  therapy.  The  drug 
is  administered  to  dogs  and  cats  intra¬ 
muscularly  at  a  dosage  level  of  10  to  50 
mg.  The  dosage  may  be  repeated  when 
necessary.  If  the  condition  is  of  a  chronic 
nature,  an  oral  corticosteroid  may  be 
given  as  a  maintenance  dosage.  The  drug 
may  be  given  intra-articularly  to  dogs 
and  cats  at  a  dosage  level  of  5  to  25  mg. 
The  dose  may  be  repeated  when  neces¬ 
sary  after  7  days  for  two  or  three  doses. 


(3)  Corticosteroids  administered  orally 
or  parenterally  to  animals  may  induce 
the  first  stage  of  parturition  when  ad¬ 
ministered  during  the  last  trimester  of 
pregnancy  and  may  precipitate  prema¬ 
ture  parturition  followed  by  dystocia, 
fetal  death,  retained  placenta,  and 
metritis. 

(4)  Not  for  use  in  horses  intended 
for  food. 

(5)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.1884  Prednisolone  sodium  succi¬ 
nate  injection. 

(a)  Cfiemical  name.  11  beta.  17, 21-Trl- 
hydroxypregna-1,  4-dlene-3,  20-dione 
21-succinate  sodium  salt. 

(b)  Specifications.  Each  milliliter  of 
prednisolone  sodimn  succinate  injection 
contains:  Prednisolone  sodium  succinate 
equivalent  in  activity  to  10  milligrams  of 
prednisolone. 

(c)  Sponsor.  See  No.  000009  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug 
is  intended  for  the  treatment  of  horses, 
dogs,  and  cats. 

(2) (1)  The  dosage  for  horses  is  50  to 
100  milligrams  as  an  initial  dose  given 
intravenously  over  a  period  of  one-half 
to  1  minute,  or  intramuscularly,  and  may 
be  repeated  in  Inflammatory,  allergic, 
or  other  stress  conditions  at  intervals  of 
12.  24,  or  48  hours,  depending  upon  the 
size  of  the  animal,  the  severity  of  the 
condition  and  the  response  to  treatment. 

(ii)  In  dogs,  the  drug  Is  administered 
intravenously  at  a  range  of  2.5  to  5  milli¬ 
grams  per  pound  of  body  weight  as  an 
initial  dose  followed  by  maintenance 
doses  at  1,  3.  6  or  10  hour  intervals,  as 
determined  by  the  condition  of  the 
animal,  for  treatment  of  shock. 

(iii)  In  dogs  and  cats,  the  drug  may 
be  given  intramuscularly  for  treatment 
of  inflammatory,  allergic  and  less  severe 
stress  conditions,  where  immediate  effect 
is  not  required,  at  1  to  5  milligrams 
ranging  upwards  to  30  to  50  milligrams 
in  large  breeds  of  dogs.  Dosage  may  be 
repeated  in  12  to  24  hours  and  continued 
for  3  to  5  days  if  necessary.  If  permanent 
corticosteroid  effect  is  required  oral 
therapy  with  prednisolone  tablets  may 
be  substituted. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  veter¬ 
inarian. 

§  522.1885  PredniM^one  tertiary  butyl- 
acetate  suspension. 

(a)  Specifications.  Prednisolone  ter¬ 
tiary  butylacetate  (Pregna-l,4-diene-3, 
20-dione-llB,  17a  21-trlol  21-(3,3.  di¬ 
methyl  butyrate)  suspension  contains  20 
milligrams  of  prednisolone  tertiary 
butylacetate  per  milliliter.  It  is  sterile. 

(b)  Sponsor.  See  No.  000006  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
as  an  anti-inflammatory  agent  in  horses, 
dogs,  and  cats. 

(2)  It  is  administered  to  horses  intra¬ 
muscularly  at  a  dosage  level  of  100  to 
300  milligrams  and  Intrasynovlally  at  a 


dosage  level  of  50  to  100  milligrams.  It 
is  administered  intramuscularly  to  dogs 
and  cats  at  a  dosage  level  of  1  milligram 
per  5  poxmds  of  body  weight  and  intra- 
synovially  at  a  dosage  level  of  10  to  20 
milligrams.  Intramusctilar  retreatment 
of  horses  in  24  to  48  hours  may  be  nec¬ 
essary,  depending  on  the  general  con¬ 
dition  of  the  animal  and  the  severity  and 
duration  of  the  disease. 

(3)  Clinical  and  experimental  data 
have  demonstrated  that  corticosteroids 
administered  orally  or  parenterally  to 
animals  may  induce  the  first  stage  of 
parturition  when  administered  late  in 
pregnancy  and  may  precipitate  prema- 
tme  parturition  followed  by  dystocia, 
fetal  death,  retained  placenta,  and 
metritis. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 


(a)  Specifications.  Prochlorperazine, 
isopropamide  for  injection,  veterinary, 
contains  in  each  milliliter.  6  milligrams 
of  prochlorperazine  edlsylate  (equiva¬ 
lent  to  4  milligrams  prochlorperazine), 
and  0.38  milligrams  of  isopropamide 
iodide  (equivalent  to  0.28  milligrams  of 
isopropamide)  in  buffered  aqueous 
solution. 

(b)  Sponsor.  See  No.  011519  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs  and  cats  in  which  gastro¬ 
intestinal  disturbances  are  associated 
with  emotional  stress. 

(2)  Dosage  is  administered  by  sub¬ 
cutaneous  injection  twice  dally  as 


follows: 

Dosage  in 

Weight  of  animal  in  pounds  Milliliters 

Up  to  4. . . .  0.26 

6  to  14 .  0.8-1 

15  to  30 . .  2-3 

30  to  45 . . — .  3-4 

45to60 . . .  4-6 

Over  60 _  6 


Following  the  last  injection,  adminis¬ 
ter  prochlorperazine  and  isopropamide 
sustained  release  capsules  as  indicated. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  522.1940  Progesterone  and  estradiol 
benzoate  in  contbination. 

(a)  Chemical  names.  (1)  Progeste¬ 
rone:  4-Pregnene-3,20-dione. 

(2)  E!stradiol  benzoate:  1,3,5(10) -Bs- 
tratriene-3.17beta-diol  3-benzoate. 

(b)  Sponsor.  See  No.  000033  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  9S  556.240 
and  556.540  of  this  chapter. 

(d)  Conditions  of  use.  It  is  used  for  im¬ 
plantation  in  animals  as  follows: 

(1)  Lambs — (i)  Amount.  25  milligrams 
of  progesterone  and  2.5  milligrams  of  es¬ 
tradiol  benzoate  per  dose. 

(ii)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency. 

(iii)  Limitations.  For  animals  weigh¬ 
ing  between  60  and  85  pounds;  for  sub¬ 
cutaneous  ear  Implantation,  one  dose  per 
animal;  not  to  be  used  witiiin  60  days  of 
slaughter. 


Species 

Intramuscular 

Intra-artlcular 

Horse . 

..  50-200  milligrams.. 

.  40-80  milligrams. 

Dog . 

..  10-30  milligrams... 

.  10-20  milligrams. 

Cat. . 

..  5-10  milligrams.... 

.  10-20  milligrams. 

(3)  Corticosteroids  administered 
orally  or  parenterally  to  animals  may 
induce  the  first  stage  of  parturition  when 
administered  during  the  last  trimester 
of  pregnancy  and  may  precipitate  pre¬ 
mature  parturition  followed  by  dystocia, 
fetal  death,  retained  placenta,  and 
metritis. 

(4)  Not  for  use  in  horses  intended  for 
food. 

(5)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 


§  552.1920  Prochlorperazine,  isopn^M- 
mide  for  injection. 
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(2)  Steers — (i)  Amount.  200  milligrams 
of  progesterone  and  20  milligrams  of  es¬ 
tradiol  benzoate  per  dose. 

(11)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency. 

(ill)  Limitations.  For  animals  weighing 
between  400  and  1,000  poimds;  for  sub¬ 
cutaneous  ear  implantation,  one  dose  per 
animal;  not  to  be  used  within  60  days  of 
slau^ter. 

§  522.1962  Promazine  hydrochloride 
injection. 

(a)  Chemical  name.  10- [3- (Dimethyl- 
amino)  propyl]  phenothiazine  monohy¬ 
drochloride. 

(b)  Specifications.  The  product  ccm- 
tains  50  milligrams  of  promazine  hy¬ 
drochloride  in  each  milliliter  of  sterile 
aqueous  solution. 

(c)  Sponsor.  See  No.  000008  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  It  is  admin¬ 
istered  either  Intramuscularly  or  intra¬ 
venously  to  horses  at  a  dosage  level  of  0.2 
milligram  to  0.5  milligram  per  pound  of 
body  weight  and  to  dogs  and  cats  at  1 
milligram  to  3  milligrams  per  pound  of 
body  weight  every  4  to  6  hours  as  a  tran¬ 
quilizer  or  preanesthetic. 

(2)  It  is  not  to  be  used  in  conjimction 
with  organophosphates  because  their 
toxicity  may  be  potentiated,  nor  with 
procaine  hydrochloride  as  its  activity 
may  be  increased. 

(3)  Not  for  use  in  horses  intended  for 
food. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2002  .  Propiopronizzine  hydro* 
chloride  injection. 

(a)  Chemical  name.  1-Propanone,  1- 
[10-[3-(dlmethylamlno)  propyl] 
thiadne-2-yl]-,  monohydrochlotide. 

(b)  Specifications.  Pr(V)iopr(xnazlne 
hydrochloride  injectica  cmitalns  5  or  10 
milligrams  of  the  drug  in  each  milliliter 
of  sterile  aqueous  soluticn. 

(c)  Sponsor.  See  No.  013947  in  S  510.- 
600(c)  of  this  chapter. 

<d)  Conditions  of  use.  (1)  It  is  admin¬ 
istered  either  intravenously  or  intra¬ 
muscularly  to  dogs  and  cats  for  tran- 
quiUzaticm  at  a  dosage  level  of  0.05-0.5 
milligram  per  pound  of  body  w^ght  and 
is  also  administered  intravenously  to  dogs 
and  cats  as  a  preanesthetic  at  a  dosage 
level  of  0.25  milligram  per  pound  of  body 
weis^t. 

(2)  It  is  not  to  be  used  in  conjunction 
with  OTganophosphates  and/m:  procaine 
hsrdrochloride  since  i^oiothiazines  may 
potentiate  the  toxicity  of  organophos¬ 
phates  and  the  activity  of  procaine  hy¬ 
drochloride. 

(3)  For  use  (mly  by  or  cm  the  order  of 
a  licensed  veterinarian. 

§  522.2022  Protokylol  hydro<diloride 
injection. 

(a)  Specifications.  Protokylol  hydro¬ 
chloride  injection  contains  0.5  milligram 
of  protokyl<^  hydrochloride  per  cubic 
centimeter  of  sterile  aqueous  solution. 

(b)  Sponsors.  See  No.  000859  in  S  510.- 
600(c)  of  this  chapter. 


(c)  Conditions  of  use.  (1)  It  is  used  in 
dogs  and  cats  for  relief  of  bronchial 
spasm. 

(2)  It  is  administered  subcutaneously 
or  intramuscularly  at  a  dosage  level  of 
U.125  to  0.5  milligram  to  dogs  and  at  a 
level  of  0.125  to  0.25  milligram  to  cats. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2063  .  Pyrilamine  maleate  injec¬ 
tion. 

(a)  5peci/lcaftons.  The  drug  is  a  sterile 
aqueous  scdution  with  each  milliliter 
containing  20  milligrams  of  pyrilamine 
maleate. 

(b)  Sponsor.  See  No.  011519  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  in¬ 
tended  fix’  treating  horses  in  conditions 
in  which  antihlstamlnic  therapy  may  be 
expected  to  lead  to  alleviation  of  some 
sl^  of  disease,  such  as  equine  lamlnitis 
or  insect  stings. 

(2)  It  is  administered  intramuscu¬ 
larly,  subcutaneously,  or  intravenously. 
Local  injection  at  the  site  of  Insect  bites 
may  be  indiotted  in  severe  cases.  Intra¬ 
venous  injections  must  be  given  slowly  to 
avoid  symptoms  of  overdosage.  Dosage 
may  be  repeated  every  6  to  12  hours 
whenever  necessary.  Horses,  40  to  60 
milligrams  per  10  pounds  body  weight; 
foals,  20  milligrams  per  100  pounds  body 
weight. 

(3)  Do  not  use  in  horses  intended  for 
food  purposes. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2100  Scleniam,  vitamin  E  injec¬ 
tion. 

(a) (1)  Specifications.  The  drug  is  an 
emulsion  contsiining  in  each  milliliter, 
5.48  milligrams  sodium  selenite  (equiv¬ 
alent  to  2.5  milllgnuns  selenium) ,  50  mil¬ 
ligrams  of  vitamin  E  (68  LU.)  (as 
d-alpha  tocopheryl  acetate),  250  milli¬ 
grams  polyoxyethylated  vegetable  oil, 
and  0.1  milligram  thimerosal,  and  water 
for  injection. 

(2)  Sponsor.  See  No.  000845  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
intended  tor  use  for  the  prevoition  and 
treatment  of  selenium-tocopherol  de¬ 
ficiency  syndrome  in  horses. 

(ii)  The  drug  Is  administered  by  intra¬ 
venous  or  deep  intramuscular  injection 
in  divided  doses  in  2  or  more  sites  in  the 
gluteal  or  cervical  muscles  at  a  dosage 
level  or  1  milliliter  per  100  pounds  of  body 
weight  and  may  be  repeated  at  5  to  10 
day  intervals. 

(ill)  Do  not  use  in  horses  intended  for 
food. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

(b) (1)  Specifications.  The  drug  con¬ 
tains  in  each  milliliter  2.19  milligrams 
of  sodium  selenite  (equivalent  to  1  milli¬ 
gram  of  selenium) ,  50  milligrams  of  vita¬ 
min  E  (68  I.U.)  (as  d-alpha  tocopheryl 
acetate) ,  100  milligrams  of  polyoxyethyl¬ 
ated  vegetable  oil,  1:10,000  thimerosal, 
and  water  for  injection. 


(2)  Sponsor.  See  No.  000845  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
intended  for  use  as  an  aid  in  alleviating 
and  controlling  infiammation,  pain  and 
lameness  associated  with  certain  ar¬ 
thropathies  in  dogs. 

(ii)  The  drug  is  administered  subcu¬ 
taneously  or  intramuscularly  in  divided 
doses  in  2  or  more  sites  at  a  dosage  level 
of  1  milliliter  per  20  pounds  of  body 
weight  with  a  minimum  dosage  of  mil- 
litter  and  a  maximiun  dosage  of  5  milli¬ 
liters.  The  dosage  is  repeated  at  3  day 
Intervals  imtil  a  satisfactory  therapeutic 
response  is  observed.  A  maintenance 
reg^en  is  then  initiated  which  cmisists 
of  1  milliliter  per  40  pounds  of  body 
weight  with  a  minimum  dosage  of 
milliliter  which  is  repeated  every  3  days 
or  7  days,  or  longer,  as  required  to  main¬ 
tain  continued  improvement  or  an 
asymptomatic  condition;  or  the  drug  may 
be  iised  in  capsule  f<xm  for  oral  main¬ 
tenance  therapy. 

(iii)  Federal  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2120  Spectinomydn  injection. 

(a)  Specifications.  The  spectinomycln 
dihydnxdiloride  pentahydrate  \ised  in 
manufacturing  the  drug  is  the  antibiotic 
substance  produced  by  the  growth  of 
Streptomyces  fiavopersicus  (var.  Abbott) 
or  the  same  antibiotic  substance  pro¬ 
duced  by  any  other  means.  Each  milliliter 
of  the  drug  contains  the  following 
amount  of  spectinomycln  activity  from 
spectinomycln  dihydrochloride  pentahy¬ 
drate: 

(1)  5  milligrams  whm  used  as  ixo- 
vlded  in  paragraph  (d)(1)  of  this  sec¬ 
tion. 

(2)  25  milligrams  when  used  as  pro¬ 
vided  in  paragraph  (d)  (2)  of  this  section. 

(3)  100  milligrams  when  used  as  pro¬ 
vided  in  paragraph  (d)  (3)  of  this  section. 

(b)  Sponsor.  See  No.  043731  in  9  510.- 
600(c)  of  this  chapter. 

(o)  Special  considerations.  The  quan¬ 
tity  of  q)ectinomycin  referred  to  In  this 
section  refers  to  the  equivalent  weight 
of  base  activity  for  the  d^. 

(d)  Conditions  of  use.  It  is  adminis¬ 
tered  as  spectinomycin  dihydrochloride 
pentahydrate  as  follows: 

(1)  Subcutaneously  in  the  treatmoit 
of  l-to-3-day-old  turkey  poults  at  the 
rate  of  1  to  2  milligrams  per  poult  as  an 
aid  in  the  prevention  of  mortality  asso¬ 
ciated  with  Arizcma  group  infection. 

(2)  Subcutaneously  in  the  treatment 
of  l-to-3-day  old: 

(i)  Turkey  poults  at  the  rate  of  5 
milligrams  per  poult  as  an  aid  in  the 
control  of  chronic  reQ>iratory  disease 
(CRD)  associated  with  E.  coU. 

(ii)  Baby  chicks  at  the  rate  of  2.5  to  5 
milligrams  per  chick  as  an  aid  in  the 
control  of  mortality  and  to  lessen  se¬ 
verity  of  infections  caused  by  M.  syno~ 
viae.  S.  typhimurium,  S.  inf  antis,  and  B. 
coU. 

(3)  Intramuscularly  in  the  treatment 
of  dogs: 

(i)  At  a  dosage  level  of  2.5  milligrams 
to  5.0  milligrams  per  poimd  of  body 
weight  twice  daily.  Treatment  may  be 
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continued  for  4  days.  For  treatment  of 
infections  caused  by  gram-negative  and 
gram-positive  organisms  susceptible  to 
spectinomycin. 

(ii)  Federal  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2200  Sulfarlilorpyridazine. 

(a)  Chemical  name.  A^'-XS-Chloro-S- 
pyridazinyl)  sulfanilamide. 

(b)  Specifications.  Melting  point  range 
190*  C.  to  191  C. 

(c)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  S  556.630 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  for  in¬ 
jection  into  calves  as  follows: 

(1)  Amount.  30  to  45  milligrams  per 
pound  of  body  weight  per  day. 

(2)  Indications  for  use.  Treatment  of 
diarrhea  caused  or  complicated  by  E.  coli 
(colibacillosis) . 

(3)  Limitations.  Administer  as  the 
sodium  salt  of  sulfachlorpyridazlne  in¬ 
travenously  in  aqueous  solution  for  1  to 
5  days  in  divided  doses  twice  daily; 
treated  calves  must  not  be  slaughter^ 
for  food  during  treatment  or  for  5  days 
after  the  last  treatment. 

§  522.2220  Sulfadimethoxine  injerlion. 

(a)(1)  5peci/lcafions.  Sulfadimethox¬ 
ine  injection  containing  400  milligrams 
per  milliliter. 

(2)  Sponsor.  See  No.  000004  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  It  is  used  or 
intended  for  use  in  dogs  and  cats  as 
follows: 

(a)  For  the  treatment  of  respiratory, 
genitourinary  tract,  enteric,  and  soft  tis¬ 
sue  infections  when  caused  by  Strepto¬ 
cocci,  Staphylococci,  Escherichia,  Sal¬ 
monella,  Klebsiella,  Proteus,  or  Shigella 
organisms  sensitive  to  sulfadimethoxine, 
and  in  the  treatment  of  canine  bacterial 
enteritis  associated  with  coccidlosis  and 
canine  Salmonellosis. 

(b)  It  is  administered  by  intravenous 
or  subcutaneous  injection  at  an  initial 
dose  of  55  milligrams  per  kilogram  of 
body  weight  followed  by  27.5  milligrams 
per  kilogram  of  body  weight  every  24 
hours. 

(c)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(11)  It  Is  used  or  intended  for  use  in 
horses  a#  follows: 

(a)  For  the  treatment  of  respiratory 
disease  caused  by  Streptococcus  equi 
(strangles) . 

(b)  It  is  administered  by  Intravenoiis 
injection  at  an  initial  dose  of  55  milli¬ 
grams  per  kilogram  of  body  weight  fol¬ 
lowed  by  27.5  milligrams  per  kilogram 
of  body  weight  every  24  hours  until  the 
patient  is  asymptomatic  for  48  hours. 

(c)  Not  for  use  in  horses  intended  for 
food. 

(d)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(ill)  It  is  used  or  intended  for  use  in 
cattle  as  follows: 


(a)  For  the  treatment  of  shipping 
fever  complex,  bacterial  pneumonia,  calf 
diphtheria,  and  foot  rot. 

(b)  It  is  administered  by  intravenous 
injection  at  an  initial  dose  of  25  milli¬ 
grams  per  pound  of  body  weight  followed 
by  12.5  milligrams  per  pound  of  body 
weight  every  24  hours  until  the  animal 
is  asymptomatic  for  48  hours. 

(c)  Milk  taken  from  animals  during 
treatment  and  for  60  hours  (5  milkings) 
after  the  latest  treatment  must  not  be 
used  for  food.  Do  not  administer  within 
5  days  of  slaughter. 

(d)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(b)(1)  5peci/Icatlons.  Sulfadimethox¬ 
ine  injection  containing  100  milligrams 
per  milliliter. 

(2)  Sponsors.  See  No.  011825  in  §  510.- 
600(c)  of  this  chapter  for  use  in  cats  and 
dogs  and  No.  000859  in  S  510.600(c)  of 
this  chapter  for  use  in  dogs  only. 

(3)  Conditions  of  use.  (i)  It  is  used 
or  intended  for  use  in  the  treatment  of 
sulfadlmethoxine-susceptible  bacterial 
infections  in  cats  and  dogs. 

(li)  It  is  administered  by  intravenous 
or  intramuscular  injectiun  at  an  initial 
dose  of  25  milligrams  per  pound  of  body 
weight  followed  by  12.5  milligrams  per 
pound  of  body  weight  daily  thereafter 
for  3  to  5  days. 

(iii)  For  use  by  or  on  the  order  of  a 
licensed  veterinarian. 

(c)(1)  Specifications.  Sulfadimethoxine 
containing  100  milligrams  per  milliliter. 

(2)  Sponsor.  See  No.  011716  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used  or 
intended  for  use  in  the  treatment  of 
sulfadlmethoxine-susceptible  bacterial 
infections  in  dogs,  cats  and  horses. 

(ii)  It  is  administered  by  subcutane¬ 
ous,  intramuscular  or  intravenous  injec¬ 
tion  to  dogs  and  cats  and  by  Intravenous 
injection  only  to  horses  at  an  initial  dose 
of  25  milligrams  per  poimd  of  body 
weight  followed  by  12.5  milligrams  per 
pound  of  body  weight  every  24  hours 
thereafter.  Continue  treatment  imtil  the 
animal  is  free  from  symptoms  for  48 
hours. 

(iii)  Not  to  be  administered  to  horses 
Intended  for  use  as  food. 

(iv)  For  use  by  or  on  the  order  of  a 
licensed  veterinarian. 

(d)  Related  tolerances.  See  §  556.640 
of  this  chapter. 

§  522.2240  Sulfaethoxypyridazine. 

(a)  Chemical  name.  N'-(6-Ethoxy-3- 
pyridazinyl)  sulfanilamide. 

(b)  Specifications.  Melting  point  range 
of  180*  C.  to  186“  C. 

(c)  Sponsor.  See  No.  010042  in  §  510.- 
600(c)  of  this  chapter. 

(d)  Related  tolerances.  See  S  556.650 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  for  in¬ 
jection  into  cattle  as  follows: 

(1)  Amount.  2.5  grams  per  100  poimds 
of  body  weight  per  day. 

(2)  Indications  for  use.  Treatment  of 
respiratory  infection  (pneumonia,  ship¬ 
ping  fever),  foot  rot,  calf  scours;  as 


adjunctive  therapy  in  septicemia  accom¬ 
panying  mastitis  and  metritis. 

(3)  Limitations.  Administer  intrave¬ 
nously  for  not  more  than  4  days;  or  first 
treatment  may  be  followed  by  3  days  of 
treatment  with  sulfaethoxypyridazine  in 
drinking  water,  feed,  or  tablet  in  accord¬ 
ance  with  8  121.280(b)  or  8  520.2240(e) 
of  this  chapter;  as  sodium  sulfaethoxy¬ 
pyridazine;  do  not  treat  within  16  days 
of  slaughter;  as  sole  source  of  sulfona¬ 
mide;  milk  that  has  been  taken  from  ani¬ 
mals  during  treatment  and  for  72  hours 
(6  milkings)  after  the  latest  treatment 
must  not  be  used  for  food ;  for  use  by  or 
on  the  order  of  a  licensed  veterinarian. 

§  522.2340  Sulfomyxin. 

(a)  Specifications.  Sulfomyxin  for 
injection  is  sterile.  It  is  derived  from 
the  antibiotic  substance  produced  by  the 
growth  of  Bacillus  polymyxa  or  is  the 
same  substance  produced  by  any  other 
means. 

(b)  Sponsor.  See  No.  000069  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (e)  of 
this  section  refer  to  the  activity  of  the 
appropriate  standard. 

(d)  Related  tolerances.  See  §  556.700 
of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used 
or  intended  for  use  in  chickens  and 
turkeys  as  an  aid  in  the  treatment  of 
disease  caused  or  complicated  by  E.  cott, 
such  as  colibacillosis  and  complicated 
chronic  respiratory  disease. 

(2)  It  is  administered  by  subcutaneous 
injection  as  follows: 


Ag«  of  birds  In  days 

AntlbtoUe  actlTity 

Chickens  Turkeys 

Uniti 

Unit* 

1  to  14 . 

12,600 

12,600 

16  to  28 . 

26,000 

26,000 

2#  to  61 . 

60,000 

60,000 

OTor  6t . 

60,000 

100,000 

(3)  A  second  injection  may  be  given  3 
days  later  if  symptoms  persist. 

(4)  Not  for  use  in  laying  hens;  do  not 
treat  chickens  within  5  days  of  slaughter; 
do  not  treat  turkeys  within  7  days  of 
slaughter. 

§  522.2350  Testosterone  and  diethylstil- 
bestrol  in  combination. 

(a)  Chemical  names.  (1)  Diethylstil- 
bestrol :  3 ,4  -bis,  ( p-Hydroxyphenyl )  -3  - 
hexene. 

(2)  Testosterone:  1-beta-Hydroxyan- 
drost-4-en-3-one. 

(b)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances.  See  §§  556.190 
and  556.708  of  this  chapter. 

(d)  Conditions  of  Ufie.  It  is  used  as  a 
subcutaneous  ear  implantation  for  beef 
cattle  as  follows: 

(1)  Amount  per  dose.  Testosterone,  120 
milligrams  plus  diethylstilbestrol,  24 
milligrams. 

(2)  Indications  for  use.  Stimulation  of 
growth  and  of  rate  of  finishing  of  beef 
cattle. 

(3)  Limitations.  One  dose  per  animal; 
may  be  repeated  after  60  days;  do  not 


FEDERAL  REGISTER,  VOL.  40,  NO.  60— THURSDAY,  MARCH  77,  1975 


13872 


RULES  AND  REGULATIONS 


use  within  21  days  of  slaughter;  may  be 
administered  to  cattle  being  fed  diethyl- 
stilbestrol  in  accordance  with  table  1. 
item  1,  of  S  121.241(b)  of  this  chapter. 

§  522.2404  Thialbarbitone  sodium  for 
injection. 

(a)  Specifications.  Thialbarbitone 
sodium  for  Injection  when  reconstituted 
with  sterile  distilled  water  provides  94 
milligrams  of  thialbarbitone  sodium  per 
milliliter  of  solution. 

(b)  Sponsor.  See  No.  000856  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
administered  as  a  general  anesthetic  in 
surgical  procedures  on  dogs,  cats,  swine, 
sheep,  cattle,  and  horses.  The  drug  is 
used  for  procedures  of  relatively  short 
duration.  However,  the  period  of  anes¬ 
thesia  can  be  lengthened  by  slower  initial 
injection  and  supplemental  administra¬ 
tion  during  surgery. 

(2)  It  is  administered  intravenously. 
The  drug  is  injected  slowly  to  dogs,  cats, 
cattle,  sheep,  and  swine.  For  horses,  it  is 
recommended  that  a  pre-anesthetic  se¬ 
dation  be  adminlst^ed  to  the  horse  30 
minutes  before  the  drug  is  administered. 
The  drug  is  then  injected  rapidly  and 
completely.  The  drug  Is  used  at  the 
following  dosage  levels: 


Species 

Weight  ol 
•ninial  In 
pounds 

Dosage  in 
milU  grams 
per  iwund 

Dog . 

...  Over 80 . 

14.1 

Do . 

...  80-80 . 

1&8 

Do . 

...  10-80 . 

28.8 

Do . 

28.2 

Cot . 

81.8-87.8 

6. 8-7. 8 

8. 7-9. 4 

9. 4-lL  8 

(3)  Federal  Law  restricts  this  drug  to 
>  use  by  or  on  the  order  of  a  licensed 
veterinarian. 


§  522.2424  Sodium  thiamylal  for  injec¬ 
tion. 

(a) (1)  Specifications.  Sodium  thi- 
amylal  for  injection  is  a  sterile  dry 
powder  containing  a  mixture  of  so¬ 
dium  thiamylal  and  anhydrous  sodium 
carbonate.  It  is  contained  in  vials 
with  directions  for  adding  tbe  nec¬ 
essary  amount  of  water  for  injection  or 
of  so^um  chloride  for  injection  in  order 
to  produce  a  0.5  to  4.0  percent  solution 
of  sodium  thiamylal. 

(2)  Sponsor.  See  No.  000010  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  It  is  used  In 
dogs,  as  follows: 

(t)  (a)  To  induce  anesthesia, 

(b)  For  short  periods  of  anesthesia 
(10  to  15  minutes) ,  and 

(c)  As  an  additional  dosage  of  anes¬ 
thetic  when  needed  in  major  surgery. 

(ii)  An  initial  dose  of  approximately 
8  milligrams  per  bound  of  body  weight 
is  administer^.  Additional  dosages  are 
given  at  approximately  one-foiuth  of  the 
initial  dose. 

(ill)  Federal  law  restricts  this  drug  to 
use  by  or  cm  the  order  of  a  licensed 
veterinarian. 

(b)  (1)  Specifications.  S<xlium  thi¬ 
amylal  for  iiyection  is  a  sterile  dry  pow¬ 
der  ccaitaining  a  mixture  of  sodium  thia¬ 
mylal  and  anhydrous  sodium  carbonate. 


It  Includes  directions  for  adding  the  nec¬ 
essary  amount  of  sterile  distilled  water  to 
produce  a  0.5  to  4  percent  solution  of 
sodium  thiamylal. 

(2)  Sponsor.  See  No.  000071  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  Tbe  drug  Is 
used  either  as  the  sole  intravenous  anes¬ 
thetic  agent  for  maj(H:  and  minor  surgery 
or  for  intubation  and  inductitxi  of  anes¬ 
thesia  prior  to  the  administration  of  a 
volatile  anesthetic  as  follows: 

(1)  Ihe  drug  is  administered  to  ini- 
tiidly  anesthetize  an  average-sized  dog  or 
cat  in  an  approximate  quantity  calcu¬ 
lated  on  the  basis  of  40  milligrams  per  5 
pounds  of  body  weight.  Young  animals 
may  require  a  larger  dose  than  do  (dder 
animals.  Lower  dosage  is  generally  appli¬ 
cable  to  larger  and  older  animals,  those 
in  pocH*  physical  condition,  and  brachio¬ 
cephalic  breeds. 

(ii)  It  is  administered  to  horses  di¬ 
rectly  into  the  Jugular  vein  tor  light 
anesthesia,  it  is  administered  at  1  gram 
to  animals  weighing  from  500  to  1,100 
pounds.  For  deeper  anesthesia,  it  is  ad¬ 
ministered  at  a  dosage  of  40  mUligrams 
per  12  pounds  of  bociy  weight;  supple¬ 
mental  volatile  liquid  or  gas  may  be  used 
if  desired  to  prolong  anesthesia. 

(ill)  It  is  administered  to  swine  at  40 
milligrams  per  5  pounds  of  body  weight. 
It  is  administered  either  into  the  an¬ 
terior  voxa  cava  or  into  the  external  ear 
vein,  depending  upon  the  size  of  the 
animal. 

(iv)  It  is  administered  to  cattle  intra¬ 
venously  either  at  20  milligrams  per  5 
pounds  of  body  weight  from  a  2  percent 
solution  or  at  40  milligrams  per  7  pounds 
of  body  weight  fnnn  a  4  percent  solution. 

(V)  Federal  law  resixicts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2444  Sodium  thic^ienUil  implanta¬ 
tion  or  injectable  dosage  forms. 

§  522.2444a  Sodium  thiopental  for  in¬ 
jection. 

(a)  Specifications.  The  drug  contains 
sodium  thiopental  sterile  powder  for  dilu¬ 
tion  with  sterile  water  for  injection. 

(b)  Sponsor.  See  No.  000856  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  iised  as 
an  anesthetic  for  intravenous  adminis¬ 
tration  to  dogs  and  cats  during  short  to 
moderately  long  surgical  and  other  pro¬ 
cedures.  It  is  also  used  to  induce  anes¬ 
thesia  in  dogs  and  cats  which  then  have 
surgical  anesthesia  maintained  by  use  of 
a  volatile  anesthetic. 

(2)  It  is  administered  as  follows: 

(i)  For  brief  anesthesia  (6  to  10  min¬ 
utes)  a  dosage  of  6  to  9  milligrams  per 
pound  of  body  weight  is  suggested. 

(ii)  To  obtain  anesthesia  of  15  to  25 
minutes  duration  the  suggested  dosage 
is  10  to  12  milligrams  per  pound  of  body 
weight. 

(ill)  Use  of  a  preanesthetic  tranquil¬ 
izer  or  morphine  will  decrease  the  dosage 
of  sodium  thiopental  required,  provide 
for  smoother  induction  and  smoother 
recovery,  and  sometimes  prolong  the 
recovery  period.  If  morphine  is  used  as  a 
preanesthetic  agent  the  dose  of  the  bar¬ 


biturate  can  be  reduced  as  much  as  40 
to  50  percent.  When  a  tranquilizer  is 
administered  the  barbiturate  dosage  can 
be  reduced  10  to  25  percent. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  522.2444b  Sodium  thiopental,  sodium 
pentobarbital  for  injection. 

(a)  Specifications.  Each  gram  of  the 
drug  contains  750  milligrams  of  sodium 
thiopental  and  250  milligrams  of  sodium 
pentobarbital  sterile  powder  for  dilutioii 
with  sterile  water  for  injection. 

(b)  Sponsor.  See  No.  043731  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  tssed 
os  an  anesthetic  for  intravenous  admin¬ 
istration  to  dogs  and  cats  during  short 
to  moderately  long  surgical  procedures. 

(2)  It  is  administered  as  follows: 

(1)  For  total  anesthesia,  it  is  given 
at  approximate  10  to  12  milligrams  per 
pound  of  body  weight  over  a  period  of 
3.5  to  5  minutes. 

(ii)  When  preanesthetic  medication  is 
used,  it  is  important  to  wait  at  least  an 
hour  before  administering  thiopental  and 
sodlxun  pentobarbital  for  injection,  and 
the  dosage  necessary  for  anesthesia  is 
reduced.  Usually  ^  to  %  the  normal 
amoimt  is  adequate. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2480  Triamcinolone  injection. 

(a)  Chemical  name.  9-Fluro-ll/),16a, 
17,21  -  tetrahydroxypregna  - 1,4  -  diene- 
3,20-dione. 

(b)  Specifications.  Each  cubic  centi¬ 
meter  of  triamcinolone  injection  con¬ 
tains:  2.5  milligrams  of  ,  triamcinolone 
and  10  milligrams  of  pr(x:alne  hydro¬ 
chloride  with  0.1  percent  of  sodium  bi- 
stilfite  and  84.4  percent  of  polyethylene 
glycol  400. 

(c)  Sponsor.  See  No.  010042  in  9  510.- 
600(c)  of  this  chapter. 

(d)  Conditions  of  use.  (1)  The  drug  Is 
indicated  for  use  in  dogs  and  cats  for  its 
anti-inflammatory  activity. 

(2)  (i)  In  dogs,  the  drug  may  be  given 
by  intramuscular  or  subcutaneous  injec¬ 
tion  at  0.625  milligram  for  each  10  pounds 
of  body  weight,  and,  if  only  one  or  two  in¬ 
jections  are  anticipated,  ^e  dosage  may 
be  doubled.  It  may  also  be  given  to  dogs 
by  intra-articular  administration  at  from 
0.625  milligram  to  1.25  milligrams  per 
dose.  Repeat  dosage  as  Indicated 

(ii)  In  cats,  the  drug  may  be  given  by 
intramuscular  or  subcutaneous  injection 
at  0.625  milligram  for  each  10  pounds  of 
body  weight.  It  may  also  be  given  by 
intra-articular  administration  at  from 
0.31  milligram  to  0.625  milligram  per 
dose.  Repeat  dosage  as  indicated. 

(ill)  Since  requirements  vary  with  the 
individual  anin^,  recommended  dosage 
is  approximate  and  must  be  adjusted  to 
the  response  of  the  individual  animal. 
Generally,  initial  dosages  are  at  a  higher 
range.  When  response  is  satisfactory, 
gradually  reduce  dosage  untU  a  minimum 
dose  is  obtained.  This  is  particularly  im¬ 
portant  for  long-term  medication.  If 
additional  treatment  or  a  long-term 
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treatment  is  necessary,  triamcinolone 
tablets  may  be  used  as  a  maintenance 
dosage. 

(3)  For  use  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  522.2582  Triflupromazine  hydrochlo¬ 
ride  injection. 

(a)  Specifications.  Triflupromazine 
hydrochloride  injection  contains  20  mil¬ 
ligrams  of  triflupromazine  hydrochloride 
in  each  milliliter  of  sterile  aqueous  solu¬ 
tion. 

(b)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs,  cats,  and  horses  to  relieve 
anxiety  and  to  help  control  psychomotor 
overactivity  as  well  as  to  increase  the 
tolerance  of  animals  to  pain  and  pruritus. 
The  drug  is  indicated  in  various  office 
and  clinical  procedures  which  require 
the  aid  of  a  tranquilizer,  antiemetic,  or 
preanesthetic. 

(2)  The  drug  is  administered  to  dogs 
either  intravenously  at  a  dosage  level  of 
0.5  to  1  milligram  per  pound  of  body 
weight  daily,  or  intramuscularly  at  a 
dosage  level  of  1  to  2  milligrams  per 
pound  of  body  weight  daily.  It  is  admin¬ 
istered  to  cats  intramuscularly  at  a  dos¬ 
age  level  of  2  to  4  milligrams  per  pound 
of  body  weight  daily.  It  is  administered 
to  horses  intravenously,  or  intramuscu¬ 
larly  at  a  dosage  level  of  10  to  15  milli¬ 
grams  per  100  pounds  of  body  weight 
daily  to  a  maximum  dose  of  100 
milligrams. 

(3)  Not  for  use  in  horses  intended  for 
food. 

(4)  Do  not  use  in  conjunction  with 
organophosphates  and/or  procaine  hy¬ 
drochloride,  because  phenothiazines  may 
potentitate  the  toxicity  of  organophos¬ 
phates  and  the  activity  of  procaine 
hydrochloride. 

(5)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2640  Tylosin. 

(a)  Specifications.  Tylosln  Is  the  anti¬ 
biotic  substance  produced  by  growth  of 
Streptomyces  fradiae  or  the  same  anti¬ 
biotic  substance  produced  by  any  other 
means. 

(b)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The  quan¬ 
tities  Ot  antibiotic  in  paragraph  (e)  of 
this  section  refer  to  the  activity  of  the 
appropriate  standard. 

(d)  Related  tolerances.  See  §  556.740 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  for 
injection  into  animals  as  follows: 

(1)  Cattle — (i)  Amount.  100  to  200 
milligrams  per  100  pounds  of  body  weight 
per  day. 

(ii)  Indications  for  use.  Treatment  of 
contagious  calf  pneumonia  (pheiunoen- 
teritis),  diphtheria,  foot  rot  (necrotic 
pododermatitis) .  metritis,  and  pneu¬ 
monia. 

(iii)  Limitations.  Administer  intra¬ 
muscularly  for  not  more  than  5  days; 
do  not  administer  within  8  days  of 
slaughter;  when  used  in  milk-producing 


animals,  milk  that  has  been  taken  during 
treatment  and  for  96  hours  (8  milkings) 
after  the  latest  treatment  must  not  be 
used  for  food;  as  tylosin  base. 

(2)  Chickens — (i)  Amount.  25  mil¬ 
ligrams  per  2  pounds  of  body  weight. 

(ii)  Indications  for  use.  As  an  aid  in 
the  ccmtrol  and  treatment  of  chronic 
respiratory  disease  caused  by  Myco¬ 
plasma  gallisepticum  sensitive  to  tylosin. 

(iii)  Limitations.  Not  for  use  in  laying 
chickens  producing  eggs  for  human  con¬ 
sumption;  inject  25  milligrams  per  2 
pounds  of  body  weight  under  the  loose 
skin  of  the  neck  behind  the  head;  if  no 
improvement  is  noted  within  5  days,  the 
diagnosis  should  be  reconfirmed;  do  not 
inject  within  3  days  of  slaughter;  as 
tylosin  tartrate. 

(3)  SuHne — (i)  Amount.  100  to  400 
mllligrrams  p>er  100  pounds  of  body  weight 
per  day. 

(ii)  Indications  for  use.  Treatment  of 
erysipelas,  pneumonia,  dysentery  (vib- 
rionlc),  arthritis  due  to  pleuro-pneu- 
monia-like  organisms. 

(ill)  Limitations.  Administer  intra¬ 
muscularly  for  not  more  than  3  days, 
do  not  administer  within  4  days  of 
slaughter;  as  tylosin  base. 

(4)  Turkeys — (1)  Amount.  6.25  to  12.5 
milligrams  per  sinus. 

(ii)  Indications  for  use.  As  an  aid  in 
the  control  and  treatment  of  infectious 
sinusitis  caused  by  Mycoplasma  galli¬ 
septicum  sensitive  to  tylosin. 

(iii)  Limitations.  Do  not  use  in  laying 
turkeys  producing  eggs  for  human  con¬ 
sumption;  inject  6.25  milligrams  or  12.5 
milligrams  per  sinus,  depending  on  se¬ 
verity  of  condition,  treatment  may  be  re- 
F>eat^  in  10  days  if  the  swelling  persists; 
do  not  inject  within  5  days  of  slaughter; 
as  tylosin  tartra.te;  may  be  used  in  con¬ 
junction  with  tylosin  in  drinking  water 
as  indicated  in  §  520.2640(e)  (2)  of  this 
chapter. 

§  522.2662  Xylazine  hydrochloride  in¬ 
jection. 

(a)  Specifications.  Xylazine  hydro¬ 
chloride  injection  is  a  sterile  aqueous 
solution  containing  xylazine  hydrochlo¬ 
ride  equivalent  to  100  milligrams  of 
xylazine  in  each  milliliter  of  solution 
when  intended  for  use  in  horses  and 
containing  20  milligrams  of  xylazine  per 
milliliter  of  solution  when  intended  for 
use  in  dogs  and  cats. 

(b)  Sponsor.  See  No.  000859  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  horses,  dogs,  and  cats  to  produce 
sedation,  as  an  analgesic,  and  a  preanes¬ 
thetic  to  local  or  general  anesthesia. 

(2)  It  is  administered  as  follows: 

(1)  To  horses  from  a  solution  contain¬ 
ing  100  milligrams  of  xylazine  hydro¬ 
chloride  per  milliliter  intravenously  at 
0.5  mg.  per  100  pounds  of  body  weight  or 
intramusculaiiy  at  1.0  mg.  per  100 
pounds  of  body  weight. 

(ii)  To  dogs  and  cats  from  a  solution 
containing  20  milligrams  of  xylazine  hy¬ 
drochloride  per  milliliter  Intravenously 
at  0.5  mg.  per  pound  of  body  weight  or 
intramuscularly  or  subcutaneously  at  1.0 
mg.  per  pound  of  body  weight.  In  dogs 


over  50  pounds,  a  dosage  of  0.5  mg.  per 
pound  administered  intramuscularly  may 
provide  sufficient  sedation  and/or  anal¬ 
gesia  for  most  procedures.  • 

(3)  Not  to  be  administered  to  food- 
producing  animals. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  522.2680  Zeranol. 

(a)  Chemical  name.  6  -  (6,10  -  Dihy- 
droxyimdecyl)  -  /J  -  resorcyllc  acid  -  m  - 
lactone  (CuHnOi) . 

(b)  Specifications.  (1)  Melting  point 
range  181“-185*  C. 

(2)  Ultraviolet  absorbance:  A  solution 
of  zeranol  in  methanol  having  a  concen¬ 
tration  of  10  micrograms  per  milliliter 
exhibits  three  maxima  at  approximately 
218,  265,  and  304m. 

(c)  Sponsor.  See  No.  012769  in  §  510.- 
600(c)  of  this  chapter. 

(d)  [Reserved] 

(e)  Related  tolerances.  See  §  556.760 
ot  this  chapter. 

(f)  Conditions  of  use.  It  is  used  for 
subcutaneous  ear  implantation  in  ani¬ 
mals  as  follows: 

(1)  Beef  cattle — (1)  Amount.  Three 
12-milligram  implants  per  dose. 

(ii)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  Improved  feed 
conversion. 

(iii)  Limitations.  For  beef  cattle  (in¬ 
cluding  weaned  beef  calves,  growing  beef 
cattle,  feedlot  steers,  and  feedlot 
heifers) ;  do  not  implant  animals  within 
65  days  of  slaughter. 

(2)  Feedlot  lambs — (i)  Amount.  One 
12-milligram  implant  per  dose. 

(ii)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
conversion. 

(iii)  Limitations.  Do  not  implant  ani¬ 
mals  within  40  days  of  slaughter. 

(3)  Suckling  beef  calves — (i)  Amount. 
Three  12-milligram  implants  per  dose. 

(ii)  Indications  for  use.  For  increased 
rate  of  weight  gain. 

(iii)  Limitations.  Do  not  implant  ani¬ 
mals  within  65  days  of  slaughter. 


PART  524— OPHTHALMIC  AND  TOPICAL 
DOSAGE  FORM  NEW  ANIMAL  DRUGS 
NOT  SUBJECT  TO  CERTIFICATION 

Sec. 

524.321  Cepbalonlum,  polymyxin  B  stilfate, 
llumethasone,  lodochlorhydroxy- 
quln,  plperocaine  hydrochloride 
t(^lcal-otlc  ointment. 

524.402  Chlorhexldlne  diacetate  ointment 

524.463  Cc^per  naphtbenate  solution. 

524.520  Cuprlmyxln  cream. 

524.541  Dexamethasone  acetate,  nltrofura- 
thlazlde,  grlsofulvln,  undecyl- 
enic  acid,  tetracaine  hydro¬ 
chloride  otic  suspension. 

524.660  Dimethyl  sulfoxide  ophthalmic 
and  topical  dosage  forms. 

524.660a  Dimethyl  sulfoxide  solution. 

524.660b  Dimethyl  sulfoxide  gel. 

524.900  Famphur. 

524.920  Fenthion. 

524.960  Flumethasone,  neomycin  sulfate 
and  polymirxln  B  sulfate  oph¬ 
thalmic  solution. 

524.981  Fluocinolone  acetonlde  (^hthalmic 
and  topical  dosage  forms. 

524.981a  Fluocinolone  acetonlde  cream. 
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Sec. 

524.981b  Fliioctnolone  acetonide  solution. 

524.981c  Fluoclnolone  acetonide,  neomycin 
sulfate  cream. 

524.981d  Fluoclnolone'  acetonide,  dimethyl 
sulfoxide  solution. 

524.981e  Fluoclnolone  acetonide,  dimethyl 
sulfoxide  otic  solution. 

524.1000  Flurandrenollde  with  neomycin 
sulfate  ointment. 

524.1044  Gentamicin  sulfate,  betameth¬ 
asone  valerate  otic  solution. 

524.1200  Kanamycin  ophthalmic  and  t(^- 
Ical  dosage  forms. 

524.1200a  Kanamycin  ophthalmic  oint¬ 
ment. 

524.1200b  Kanamycin  (^bthalmlc  aqueous 
solution. 

524.1204  Kanamycin  sulfate,  calcium  am- 
phomycln,  and  hydrocortisone 
acetate. 

524.1301  Mafenide  acetate  ami  nltrofur- 
azone  aerosol  powder. 

524.1443  Mlconazcde  nitrate  cream;  micon¬ 
azole  nitrate  lotion. 

524.1484  Neomycin  sulfate  ophthalmic  and 
topical  dosage  forms. 

524.1484a  Neomycin  sulfate  ophthalmic  oint¬ 
ment. 

524.1484b  Neomycin  sulfate,  9-fluoroprednls- 
olone  acetate,  tetracaine  hydro¬ 
chloride,  and  myristyl-gamma- 
plcoUnlum  chlc^de,  topical 
powder. 

524.1484c  Neomycin  sulfate,  9-fluoroprednls- 
olone  acetate,  tetracaine  hydro¬ 
chloride  ointment. 

524.1484d  Neomycin  sulfate,  hydrocortisone 
acetate,  tetracaine  hydrochlo¬ 
ride  ear  ointment. 

524.1484e  Neomycin  sulfate  and  polymyxin 
B  sulfate  ophthalmic  solution. 

524.1484f  Neomycin  sulfate,  prednisolone 
acetate,  tetracaine  hydrochlo¬ 
ride  eardrops. 

524.1484g  Neomycin  sulfate-thiabendazole- 
dexametbasone  solution. 

524.1580  Nitrofurazone  -  nlfuroximedlper- 
odon  hydrochloride  ear  solution. 

524.1600  Nystatin  ophthalmic  and  topical 
dosage  forms. 

524.1600a  Nystatin,  neomycin,  thiostrepton, 
and  triamcinolone  acetonide 
ointment. 

524.1600b  Nystatin,  neomycin,  thiostrepton, 
and  triamcinolone  acetonide 
ophthalmic  ointment. 

524.1662  Oxytetracycllne  hydrochloride 
ophthalmic  and  topical  dosage 
forms. 

524.1662a  Oxytetracycllne  hydrochloride 
and  hydrocortisone  spray. 

524.1662b  Oxytetracycllne  hydrochloride, 
polymyxin  B  sulfate  ophthalmic 
ointment. 

524.1695  Pancreatic  dornase. 

524.1742  N-(Mercaptomethyl)  pbthallm- 
ide  S-(0,0-dlmethyl  phosphoro- 
dlthloate)  emulslfiable  liquid. 

524.1880  Prednisolone-neomycin  sulfate 

ophthalmic  ointment. 

524.1881  Prednisolone  acetate  ophthalmic 

and  topical  dosage  forms. 

524.1881a  Prednisolone  acetate,  sodium  sul¬ 
facetamide,  neomycin  ointment. 

524.1881b  Prednisolone  acetate  -  neomycin 
sulfate  sterile  suspension. 

524.1883  Prednisolone  sodium  phosphate- 
neomycin  sulfate  ophthalmic 
ointment. 

524.1982  Proparacalne  hydrochloride  oph¬ 
thalmic  solution. 

524.2140  Squalane,  pyrethrins  and  pipero- 
nyl  butoxide. 

524.2481  Triamcinolone  acetonide  cream. 

524.2542  Triethanolamine  polypeptide  ole- 
ate-condensate  otic  solution. 

524.2620  Liquid  crystalline  trypsin,  peru 
balsam,  castor  oil. 

524.2640  Tylosln,  neomycin  eye  powder. 


AtTTHCMtiTT:  Sec.  512(1),  (n),  82  Stat.  347, 
350-351  (21  UJ3.C.  360b(l).  (n)). 

§  524.321  Cephalonium,  polymyxin  B 
sulfate,  flumethasone,  iodochlorfay- 
droxyquin,  piperocaine  hydrochlo¬ 
ride  topical-otic  ointment. 

(a)  Specifications.  Each  gram  of  the 
drug  contains  10  milligrams  cephalon¬ 
ium.  5,000  units  polymyxin  B  sulfate,  0.25 
milligium  flumethasone,  30  milligrams 
iodochlorhydroxyquln.  and  40  milligrams 
piperocaine  hydrochloride  In  a  suitable 
and  harmless  ointment  base. 

(b)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  cluster. 

(c)  Conditions  0/ use.  The  drug  is  rec¬ 
ommended  for  dermsd  and  otic  use  on 
dogs  and  cats  for  the  treatment  of  the 
following  conditions  when  complicated 
by  bacteria,  yeast,  or  fungus;  Pyoderma- 
titis,  aller^c  dermatitis,  dermatophy- 
tosis,  nonspecific  pruritus,  and  external 
otitis.  For  mild  inflammations  a  periodic 
treatment  of  applying  from  once  dally  to 
twice  weekly  may  be  indicated.  In  severe 
conditions  apply  once  or  twice  daily  when 
continuous  treatment  may  be  indicated. 
Dosage  per  treatment  should  not  exceed 
300  milligrams  of  the  ointment.  For  otic 
use  treatment  should  not  exceed  a  total 
of  12  days.  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 

§  524.402  Chlorhexidine  diacetate  oint¬ 
ment. 

(a)  Specifications,  llie  product  con¬ 
tains  1  percent  of  chlorhexidine  diacetate 
in  an  ointment  base. 

(b)  Sponsor.  See  No.  000856  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  as  a  topical  antiseptic  ointment  for 
surface  wounds  on  dogs,  cats,  and  horses. 

(2)  The  wound  area  is  carefully 
cleansed  and  the  drug  is  applied  daily. 

(3)  The  drug  is  not  to  be  used  in  horses 
intended  for  use  as  food. 

§  524.463  Copper  naphthenate  solution. 

(a)  Specification.  The  drug  contains 
37.5  percent  copper  naphthenate  in  a 
suitable  solute. 

(b)  Sponsor.  See  No.  000046  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
the  treatment  of  lesions  in  horses,  cat¬ 
tle.  swine,  sheep,  goats,  and  dogs  includ¬ 
ing  footrot,  ringworm,  woimds,  for  dry¬ 
ing  up  superficial  sores,  for  drying 
necrotic  material  for  subsequent  re¬ 
moval,  to  keep  open  lesions  clean,  aind 
for  treating  udder  sores.  It  is  used  in 
cattle  for  treating  heal  cracks,  hoof 
punctures,  and  dehorning  woimds.  It  is 
used  in  horses  for  treating  thrush, 
scratches,  and  for  toughening  hooves 
(spongy) .  It  is  used  in  dogs  for  treating 
cracked  skin  over  elbows  and  for  tough¬ 
ening  foot  pads. 

(2)  Necrotic  material  should  be  re¬ 
moved  prior  to  appllcati(m  if  damage  is 
extensive.  The  drug  is  applied  dsdly. 
If  a  scab  19  present,  the  di^  should  be 
applied  once  a  day  until  the  scab  is  easily 
removed;  then  the  drug  is  applied  every 
other  day  until  fully  healed.  After  de¬ 
horning,  the  drug  is  applied  to  the  open 
wound  with  a  swab. 


(3)  Do  not  use  on  teats  of  lactating 
dairy  animals. 

§  524.520  Cuprimyxin  cream. 

(a)  Specifications.  The  drug  contains 
0.5  percent  cuprimyxin  (6-methoxy-l- 
phenazinol  5,  10-dioxide,  cupric  com¬ 
plex)  in  an  aqueous  cream  base. 

(b)  Sponsor.  See  No.  000004  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  Cuprimyxin 
is  a  broad  spectrum  antibacterial  and  an¬ 
tifungal  cream  for  the  topical  treatment 
of  superficial  infections  in  dogs  and  cats 
caused  by  bacteria,  dermatophyte  (Tri- 
chophyton  spp.;  Microsporum  spp.)  and 
yeast  {Candida  albicans)  affecUng  skin, 
hair,  and  external  mucosae. 

(2)  The  cream  is  applied  twice  daily 
to  affected  areas  by  rubbing  into  leions. 
Treatment  should  be  continued  for  a 
few  days  after  clinical  recovery  to  avoid 
possible  relapses. 

(3)  After  application  to  cutaneous 
areas,  a  change  in  color  from  dark  green 
to  pink  is  due  to  the  liberation  of  free 
myxin  from  its  copper  complex. 

(4)  If  no  response  is  seen  within  seven 
days,  diagnosis  and  therapy  should  be 
reevaluated.  If  any  adverse  local  reac¬ 
tion  is  observed  after  topical  application, 
discontinue  treatment. 

(5)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.541  Dexamethasone  acetate,  nitro- 
furathiazide,  griseofulvin,  unde- 
cylenic  acid,  tetracaine  hydrochloride 
otic  suspension. 

(a)  Specifications.  Dexamethasone 
acetate,  nitrofurathiazide,  griseofulvin, 
undecylenic  acid,  tetracaine  hydrochlo¬ 
ride  otic  suspension  contains  in  each 
milliliter  0.25  milligram  dexamethasone 
acetate  (equivalent  to  0.226  milligram 
dexamethasone  alcohol),  2  milligrams 
nitrofurathiazide,  15  milligrams  griseo¬ 
fulvin,  10  milligrams  undecylenic  acid,  10 
milligrams  tetracaine  hydrochloride. 

(b)  Sponsor.  See  No.  000085  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  indicated  for  the  treatment  of  acute 
otitis  externa  and  as  adjunctive  therapy 
in  the  treatment  of  chronic  otitis  externa 
complicated  by  organisms  sensitive  to 
griseofulvin,  undecylenic  acid  or  nitro¬ 
furathiazide  in  cats. 

(2)  Four  to  10  drops  of  the  drug  are 
instilled  into  the  ear  canal.  Treatment 
should  be  repeated  2  or  3  times  daily. 

(3)  The  drug  should  not  be  used  in 
conditions  where  corticosteroids  are  con¬ 
traindicated.  Do  not  administer  paren¬ 
teral  corticosteroids  during  treatment 
with  the  drug. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.660  Dimethyl  sulfoxide  ophthal¬ 
mic  and  topical  dosage  forms. 

§  524.660a  Dimethyl  sulfoxide  solution. 

(a)  Specifications.^  Dimethyl  sulfoxide 
contains  90  percent^f  dimethyl  sulfox¬ 
ide  and  10  percent  of  water. 

(b)  SpoTisor.  See  Ao.  000033  in  §  510.- 
600(c)  of  this  chaptel. 
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(c)  Conditions  of  use.  (1)  It  is  used 
or  intended  for  use  as  a  t<H>ical  appli¬ 
cation  to  reduce  acute  swelling  due  to 
trauma: 

(1)  In  horses  administered  2  or  3 
times  daily  in  an  amount  not  to  exceed 
100  milliliters  per  day.  Total  duration  of 
therapy  should  not  exceed  30  dasrs. 

(li)  In  dogs  administered  3  or  4  times 
daily  in  an  amoimt  not  to  exceed  20 
milliliters  per  day.  Total  duration  of 
therapy  should  not  exceed  14  days. 

(2)  Not  for  use  in  horses  and  dogs 
intended  for  breeding  purposes  nor  in 
horses  slaughtered  for  food.  Other  topical 
medications  should  only  be  used  when 
the  dimethyl  sulfoxide  treated  area  is 
thoroughly  dry.  Do  not  administer  by 
any  other  route. 

(3)  For  use  by  or  on  the  order  of  a 
licensed  veterinarism. 

§  524.660b  Dimethyl  sulfoxide  gel. 

(a)  Specifications.  Dimethyl  sulfoxide 
gel,  veterinary  contains  90  percent 
dimethyl  sulfoxide  in  an  aqueous  gel. 

’(b)  Sponsor.  See  No.  000033  in  S  510.- 
600 (c>  of  this  chapter. 

(c)  Conditions  of  rise.  (1)  It  is  rec¬ 
ommended  for  use  on  horses  as  a  topical 
application  to  reduce  acute  swelling  due 
to  trauma. 

(2)  It  is  administered  topically  to  the 
skin  over  the  affected  area.  Liberal  ap¬ 
plication  should  be  administered  2  to  3 
times  daily.  Total  daily  dosage  should  not 
exceed  100  grams.  Total  duration  of 
therapy  should  not  exceed  30  days. 

(3)  Not  to  be  administered  to  horses 
that  are  to  be  slaughtered  for  food  or  in¬ 
tended  for  breeding  purposes.  For  topical 
application  cmly.  Do  not  administer  by 
any  other  route.  No  other  medicaticms 
should  be  present  on  the  skin  prior  to 
application  of  the  drug. 

(4)  *  Federal  law  restricts  this  drug  to 
used  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.900  Famphur. 

(a)  Chemical  name.  0,0-Dimethyl  O- 
Cp-(dlmethylsulfamoyl)  phenyl]  lAos- 
phorothloate. 

(b)  Specifications.  The  drug  is  in  liquid 
form  containing  13.2  percent  famiAur. 

(c)  Sponsor.  See  No.  010042  in  8  510.- 
600(c)  of  this  chapter. 

(d)  Special  considerations.  Do  not  wse 

on  animals  simultaneously  or  within  a 
few  days  before  or  after  treatment  with 
or  exposure  to  choUnesterase-tnhlbltlng 
drugs,  pesticides,  or  chemicals.  _ 

(e)  Related  tolerances.  See  40  CFR 
180.233  under  the  chemical  name. 

(f)  Conditions  of  use.  (1)  The  drug  Is 
used  as  a  pom-on  formulation  for  the 
control  of  cattle  grubs  and  to  reduce 
cattle  lice  infestations. 

(2)  It  is  used  at  the  rate  of  1  otmce 
per  200  pounds  body  weight,  not  to  ex¬ 
ceed  a  total  dosage  of  4  ounces,  applied 
from  the  shoulder  to  the  tall  head  as 
a  single  treatment.  It  is  applied  as  soon 
as  possible  after  heel  fly  activity  ceases. 
Do  not  use  on  lactating  dairy  cows  or 
dry  dairy  cows  within  21  days  of  freshen¬ 
ing,  calves  less  than  3  months  old,  ani¬ 
mals  stressed  from  castration,  over¬ 


excitement  or  dehoming,  sick  or  conva¬ 
lescent  animals.  Animals  may  become 
dehydrated  and  under  stress  following 
shipment.  Do  not  treat  imtil  they  are  In 
good  condition.  Brahman  and  Brahman 
crossbreeds  are  less  tolerant  of  cholines¬ 
terase-inhibiting  insecticides  than  other 
breeds.  Do  not  treat  Brahman  bulls. 

(3)  Do  not  slaughter  within  35  days 
after  treatment.  Swine  should  be  elimi¬ 
nated  from  area  where  run-off  occurs. 

§  524.920  Fenthion. 

(a)  Chemical  name.  0,0-Dimethyl  O- 
l4-(methylthio)-m-tolyl]  phosphorothi- 
oate. 

(b)  Specifications  (1)  The  drug  is  in  a 
liquid  form  containing  3  percent  of  fen¬ 
thion. 

(2)  Sponsor.  See  No.  000859  in  8  510.- 
600(c)  of  this  chapter. 

(3)  Special  considerations.  Do  not  use 
on  animals  simultaneously  or  within  a 
few  days  before  or  after  treatment  with 
or  exposure  to  cholinesterase-inhibiting 
drugs,  pesticides,  or  chemicals. 

(4)  Related  tolerances.  See  40  CFR 
180.214. 

(5)  Conditions  of  use.  (i)  The  drug  is 
used  as  a  pour-on  formulation  for  the 
control  of  grubs  and  lice  in  beef  and  non- 
lactating  cattle. 

(ii)  It  is  used  at  the  rate  of  one-half 
fluid  ounce  per  100  pounds  of  body  weight 
placed  on  the  backline  of  the  animal. 
Only  one  application  per  season  should 
be  made  for  grub  control  and  this  will 
also  provide  initial  control  of  lice.  A  sec¬ 
ond  application  for  lice  control  may  be 
made  if  animals  become  reinfested,  but 
no  sooner  than  35  days  after  the  first 
treatment.  Proper  timing  of  treatment  is 
important  for  grub  control;  cattle  should 
be  treated  as  soon  as  possible  after  heel- 
fly  activity  ceases.  Cattle  should  not  be 
slaughtered  within  35  days  following  a 
single  treatment.  If  a  second  application 
is  made  for  lice  control,  cattle  ^ould  not 
be  slaughtered  within  45  days  of  the 
second  treatment.  The  drug  must  not  be 
used  within  28  days  of  freshening  of 
dairy  cattle.  If  freshening  should  occur 
within  28  days  after  treatment,  do  not 
use  milk  as  human  food  for  the  balance 
of  the  28-day  interval.  Do  not  treat  lac¬ 
tating  dairy  cattle;  calves  less  than  3 
months  old;  or  sick,  convalescent,  or 
stressed  livestock.  Do  not  treat  cattle  for 
10  days  before  or  after  shipping,  wean¬ 
ing,  or  dehorning  or  after  exposure  to 
contagious  infectious  diseases. 

(c)  Specifications.  (1)  The  drug  is  in 
a  liquid  form  containing  20  percent 
fenthion. 

(2)  Sponsor.  See  No.  000859  in  8  510.- 
600(c)  of  this  chapter. 

(3)  Special  considerations.  Do  not  use 
on  animals  simultaneously  or  within  a 
few  days  before  or  after  treatment  with 
or  exposure  to  cholinesterase-inhibiting 
drugs,  pesticides,  or  chemicals. 

(4)  Related  tolerances.  See  40  C)FR 
180.214. 

(5)  Conditions  of  use.  (i)  The  drug  is 
applied  using  an  automatic  syringe  for 
the  control  of  grubs  in  beef  and  non- 
lactating  dairy  cattle. 


(ii)  It  is  used  on  the  backline  of  the 
animals  at  the  following  rate  per  animal: 


Weight  range  Dosage 

160-300  lbs .  4  ml. 

301-600  IbB . .  8  ml. 

801-900  lbs-. . 12  ml. 

901-1.200  lbs . 16  ml. 

1,201  lbs.  and  above _ 20  ml. 


Only  (me  application  should  be  made  per 
season,  and  it  should  be  made  as  soon  as 
possible  after  heelfly  activity  has  ceased 
and  at  least  6  weeks  prior  to  appearance 
of  grrubs  in  the  back.  Do  not  slaughter 
within  45  days  of  treatment.  Do  not  treat 
dairy  cattle  of  breeding  age;  calves  less 
than  3  months  old;  or  sick,  convalescent, 
or  severely  stressed  livestock.  Do  not 
treat  cattle  for  10  days  before  or  after 
shipping,  weaning,  or  dehoming  or  after 
exposure  to  conta^ous  or  infectious  dis¬ 
eases. 

§  524.960  Flumethasone,  neomycin  kuI- 
fate  and  polymyxin  B  sulfate  oph¬ 
thalmic  solution. 

(a)  Specifications.  Each  milliliter  of 
the  ophthalmic  preparation  contains 
0.10  milligram  flumethasone,  5.0  milli¬ 
grams  neomycin  sulfate  (3.5  milligrams 
neomycin  base) ,  and  10,000  units  of  poly¬ 
myxin  B  sulfate. 

(b)  Sponsor.  See  No.  000033  in  8  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  recommended  for  the  treatment  of 
the  inflammation,  edema  and  secondary 
bacterial  infections  associated  with 
topical  ophthalmological  conditions  of 
the  eye  such  as  comeal  injuries,  incipi¬ 
ent  pannus,  superficial  keratitis,  con¬ 
junctivitis,  acute  nongranulomatous 
anterior  uveitis,  keratoconjimctivitis, 
and  blepharitis  in  the  dog. 

(2)  The  recommended  dosage  is  1  to 
2  drops  in  each  eye  every  6  hours. 

(3)  In  treating  ophthalmological  con¬ 
ditions  associated  with  bacterial  infec¬ 
tions,  the  drug  is  contraindicated  in  those 
cases  in  which  microorganisms  are  not 
susceptible  to  the  antibiotics  incorpo¬ 
rated  in  the  drug. 

(4)  The  drug  is  contraindicated  in  in¬ 
fectious  tuberculous  lesions  of  the  eye, 
early  acute  stages  of  viral  diseases  of  the 
cornea  and  conjunctiva,  herpes  simplex 
lesions  of  the  eye,  and  fungal  infections 
of  the  conjunctiva  and  eyelids. 

(5)  The  usual  precautions  and  contra¬ 
indications  for  corticosteroids  and  adre- 
nocorticoids  are  applicable  with  this 
drug.  Corticosteroids  may  inhibit  essen¬ 
tial  inflammatory  responses  intrinsic  to 
the  fundamental  healing  mechanism. 
Adrenocorticoid  compounds  have  been 
reported  to  cause  an  increase  in  intra- 
(xular  pressure.  Intracxiular  pressme 
should  be  checked  frequently.  Ocular  re¬ 
examinations  should  be  made  at  frequent 
intervals  during  long-term  therapy. 

(6)  Federal  law  restricts  this  dmg  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.981  Fluocinolone  acetonide  oph¬ 
thalmic  and  topical  dosage  forms. 

§  524.981a  Fluocinolone  acetonide  cream. 

(a)  Specifications.  The  drug  contains 
0.025  percent  flu(x:inolone  acetonide. 
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(b)  Sponsor.  See  No.  000033  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  indicated  tor  the  relief  of  pruritus  and 
inflamation  associated  with  certain  su¬ 
perficial  acute  and  chronic  dermatoses 
in  dogs.  It  is  used  in  the  treatment  of 
allergic  and  acute  moist  dermatitis  and 
for  the  relief  of  superficial  inflamma¬ 
tion  caiised  by  chemical  and  physical 
abrasions  and  bums. 

(2)  A  small  amount  is  applied  to  the 
affected  area  two  or  three  times  daily. 

(3)  Federal  law  restricts  this  drug  to 
iise  by  or  (m  the  order  of  a  licmsed 
veterinarian. 

§  524.981b  Haocinirfone  acetonide  solu¬ 
tion. 

(a)  Specifications.  The  drug  contains 
0.01  percent  fiuocinolone  acetonide  in 
propylene  glycol  with  citric  add. 

(b)  Sponsor.  See  No.  000033  in  5  510.- 
600(c)  of  this  chS4>ter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  the  relief  of  pruritus  and 
infiammation  associated  with  otitis  ex¬ 
terna  and  certain  superficial  acute  and 
chronic  dermatoses  in  the  dog.  It  is  also 
indicated  for  the  relief  of  pruritus  and 
infiammation  associated  with  acute  otitis 
externa  and  certain  superficial  acute  and 
chronic  dermatoses  in  the  cat. 

(2)  A  small  amount  of  solution  is  ap¬ 
plied  to  the  affected  area  2  or  3  times 
daily. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.981c  FIuocinoltHie  acetonide,  neo¬ 
mycin  sulfate  cream. 

(a)  Specifications.  The  drug  contains 
0.025  percent  fiuocinolone  acetonide 
and  0.5  percent  neomycin  sulfate  (0.35 
percent  neomycin  base) . 

(b)  Sponsor.  See  No.  000033  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  the  relief  of  pruritis  and  In- 
flammation  associated  with  superficial 
acute  and  chronic  dermatoses  In  dogs.  It 
is  tised  in  the  treatment  of  such  condi¬ 
tions  as  allergic  and  acute  moist  derma¬ 
toses  and  nonspecific  dermatoses  In 
dogs.  It  is  used  in  the  treatment  of 
wound  infections  in  dogs  and  cats. 

(2)  A  small  amount  is  implied  to  the 
infected  area  two  or  three  times  daily. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.98 Id  Fiuocinolone  acetonide,  di¬ 
methyl  sulfoxide  solution. 

(a)  Specifications.  Each  milliliter  of 
solution  contains  0.01  percent  fiuocino¬ 
lone  acetonide  and  20  percent  dimethyl 
sulfoxide  with  propylene  glycol  and  cit¬ 
ric  acid. 

(b)  Sponsor.  See  No.  000033  in 
§  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  used  in  dogs  for  the  relief  of  im¬ 
paction  commonly  present  in  apparently 
normal  anal  sacs,  for  the  reversal  of  in- 
fiammatory  changes  associated  with  ab¬ 
normal  anal  sacs,  and  to  counteract  the 
offensive  odor  of  anal  sac  secretions. 
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(2)  It  is  administered  by  instillation  of 
1  to  2  milliliters  into  each  anal  sac  fol¬ 
lowing  expression  of  anal  sac  contents.  It 
may  be  necessary  to  repeat  treatment  at 
60-day  intervals  to  maintain  an  odor- 
free  state.  The  total  dosage  used  should 
not  exceed  2  milliliters  per  anal  sac  per 
treatment. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  524.98 le  Fiuocinolone  acetonide,  di¬ 
methyl  sulfoxide  otic  stdution. 

(a)  Specifications.  Each  milliliter  of 
solution  ccmtalns  0.01  percent  of  flnod- 
nolone  acetonide  in  60  percent  dimethyl 
sulfoxide  with  propylene  glycol  and  cit¬ 
ric  acid. 

(b)  Sponsor.  See  No.  000033  in 
S  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  dogs  for  the  relief  of  pruritis  and 
inflammation  associated  with  acute  and 
chronic  otitis. 

(2)  It  is  administered  at  4  to  6  drops 
(0.2  milliliter)  twice  daily  into  the  ear 
canal  for  a  maximum  period  of  14  days. 
Hie  total  dosage  used  should  not  exceed 
17  milliliters.  The  ear  canal  should  be 
cleansed  by  some  appropriate  method 
prior  to  instillation  of  the  solution  and 
the  ear  should  be  massaged  gently  fol¬ 
lowing  instillation. 

(3)  There  should  be  careful  initial 
evaluation  and  followup  of  Infected  ears. 
Incomplete  response  or  exacerbation  of 
corticosteroid-responsive  lesions  may  be 
due  to  the  presence  of  an  infection  which 
requires  identification  or  antibiotic  sen¬ 
sitivity  testing,  and  the  use  of  the  iq)- 
propriate  antiinlcrobial  agent.  As  with 
any  corticosteroid,  animals  with  a  gen¬ 
eralized  Infection  should  not  be  treated 
with  this  product  without  proper  suppor¬ 
tive  antimicrobial  therapy.  Preparations 
with  dimethyl  sulfoxide  should  not  be 
used  in  pregnant  animals.  For  use  by 
or  on  the  order  of  a  licensed  veterinarian. 

§  524.1000  Flurandrenolide  with  neo¬ 
mycin  sulfate  ointment. 

(a)  Specifications.  Each  gram  of  flur¬ 
andrenolide  with  neomycin  sulfate  chit- 
ment  contains:  0.5  milligram  of  flur¬ 
andrenolide  and  5  milligrams  of  neomy¬ 
cin  sulfate  (equivalent  to  3.5  milligrams 
of  neomycin  base)  in  a  bland  hydrophilic 
ointment  base. 

(b)  Sponsor.  See  No.  000986  in 
S  510.600(c)  of  this  chsq>ter. 

(c)  Conditions  of  use.  <1)  The  drug  is 
recommended  for  use  on  dogs  for  the 
topical  management  of  allergic  derma¬ 
titis.  otitis  externa,  and  superficial  pyo¬ 
derma  which  may  be  expected  to  respond 
to  corticosteroids  and  which  may  be 
threatened  or  complicated  by  bacterial 
infections.  The  drug  is  applied  to  the  af¬ 
fected  areas  2  or  3  times  daily  until  all 
evidence  of  infection  has  disappeared. 

(2)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.1044  Gentamicin  sulfate,  beta¬ 
methasone  valerate  otic  solution. 

(a)  Specifications.  Each  cubic  centi¬ 
meter  of  s(dutlon  contains  gentamicin 
sulfate  equivalent  to  3  milligrams  of 


gentamicin  base  and  betamethasone 
valerate  equivalent  to  1  milligram  ot 
betamethasone  alohol. 

(b)  Sponsor.  See  No.  000085  in 
§  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  or  indicated  tor  use  in  dogs  in  the 
treatment  of  acute  and  chronic  otitis  ex¬ 
terna  caused  by  bacteria  sensitive  to 
gentamicin;  the  drug  is  also  used  or  in¬ 
dicated  for  use  in  dogs  and  cats  in  the 
treatment  of  superficial  infected  lesions 
caused  by  bacteria  sensitive  to  genta¬ 
micin. 

(2)  (i)  For  the  treatment  of  acute  and 
chronic  canine  otitis  externa  caused  by 
bacteria  sensitive  to  gentamicin,  the 
drug  is  administered  by  instillation  of  3 
to  8  drops  of  solution  into  the  ear  canal 
twice  dcdly  for  7  to  14  days.  Duration  of 
treatment  will  depend  upon  the  severity 
of  the  condition  and  the  response  ob¬ 
tained.  The  duration  of  treatment  and/or 
frequency  of  the  dosage  may  be  reduced 
but  care  should  be  taken  not  to  discon¬ 
tinue  therapy  prematurely.  The  external 
ear  and  ear  canal  should  be  properly 
cleaned  and  dried  before  treatment.  Re¬ 
move  foreign  material,  debris,  crusted  ex¬ 
udates,  etc.,  with  suitable  nonirritating 
solutions.  Excessive  hair  should  be 
clipped  from  the  treatment  area  of  the 
external  ear. 

(ii)  For  the  treatment  of  canine  and 
feline  superficial  infected  lesions  caused 
by  bacteria  sensitive  to  gentamicin,  the 
lesion  and  adjacent  area  should  be  prop¬ 
erly  cleaned  before  treatment.  Excessive 
hair  should  be  removed.  A  sufficient 
amount  of  the  drug  should  be  applied  to 
cover  the  treatment  area.  The  drug 
should  be  administered  twice  dally  for 
7  to  14  days. 

(3)  If  hypersensitivity  to  any  of  the 
components  occurs  treatment  with  this 
product  should  be  dlsccmtinued  and  ap¬ 
propriate  therapy  instituted.  Concomi¬ 
tant  use  with  other  drugs  known  to  in¬ 
duce  ototoxicity  is  not  recommended. 
This  preparation  diould  not  be  used  in 
conditions  where  corticosteroids  are  con¬ 
traindicated.  Do  not  administer  paren¬ 
teral  cortlcostenrfds  during  treatment 
with  this  drug.  The  antitdotic  sensitivity 
of  the  pathogmlc  organism  should  be  de¬ 
termined  prior  to  use  of  this  preparation. 

(4)  For  iise  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  524.1200-  Kanamycin  ophthalmic  and 
lexical  dosage  forms. 

§  524.1200a  Kanamycin  ophthalmic 
ointment. 

(a)  Specifications.  <1)  The  kanamy- 
cin  used  conforms  to  the  standards  of 
identity,  strength,  quality,  and  purity 
prescribed  by  S  444.30  of  this  chapter. 

(2)  The  drug,  which  is  in  a  suitable 
and  harmless  ointment  base,  cmitains  3.5 
milligrams  of  kanamycin  activity  (as  the 
sulfate)  per  gram  of  ointment. 

(b)  Sponsor.  See  No.  000015  in 
!  510.600(c)  of  this  chapter. 

(o)  Conditions  of  use.  It  is  indicated 
for  use  in  dogs  in  various  eye  Infections 
due  to  kanamycin  smsitive  bacteria.  It 
is  used  treating  cmidltlons  such  as  con¬ 
junctivitis.  blepharitis,  dacryocystitis. 
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keratiUs,  and  corneal  ulcerations  and  as 
a  proi^ylactlc  In  traumatic  conditions, 
removal  of  foreign  bodies,  and  Intraocu¬ 
lar  surgery.  Apply  a  tldn  film  to  the 
affected  ^e  three  or  four  times  dally  or 
more  frequently  if  deemed  advisable. 
Treatment  should  be  continued  for  at 
least  48  hours  after  the  eye  appears  nor¬ 
mal.  For  use  only  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  524^1200b  Kanamycin  ophthalmic 
aqueous  solution. 

(a)  Specifications.  (1)  The  kanamycln 
used  conforms  to  the  standards  of  iden¬ 
tity.  strength,  quality,  and  purity  pre¬ 
scribed  by  §  444.30  of  this  chapter. 

(2)  The  drug,  which  is  in  an  aqueous 
solution  includi^  suitable  and  harmless 
preservatives  and  buffer  substances,  con¬ 
tains  10.0  milligrams  of  kanamycin  ac¬ 
tivity  (as  the  sulfate)  per  cubic  centi¬ 
meter  of  solution. 

(b)  Sponsor.  See  No.  000015  in 
§  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  It  is  indicated 
for  use  in  dogs  in  various  eye  infections 
due  to  kanamycin  sensitive  bacteria.  It 
is  used  in  treating  conditions  such  as 
ccmjunctivltis,  blepharitis,  dacryocystitis, 
keratitis,  and  comeal  ulcerations  and  as 
a  prophylactic  in  traumatic  conditions, 
removal  of  foreign  bodies,  and  intra¬ 
ocular  siugery.  Instill  a  few  dr(«>s  into 
the  affected  eye  every  3  hours  or  more 
frequently  if  deemed  advisable.  Adminis¬ 
ter  as  frequently  as  possible  for  the  first 
48  hours,  after  which  the  frequency  of 
applications  may  be  decreased.  Treat¬ 
ment  should  be  continued  for  at  least  48 
hours  after  the  eye  appears  normal.  For 
use  only  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.1204  Kanamycin  aulfate,  calcium 
amphomyein,  and  hydrocortisone 
acetate. 

(a)  Specifications.  (1)  The  kanamy- 
ctn  used  conforms  to  the  standards  of 
identity,  strength,  quality,  and  purity 
prescribe  by  §  444.30(a)  (1)  of  this 
chapter. 

(2)  The  calcium  amphomydn  used 
conforms  to  the  standards  of  Identt^, 
strength,  quality,  and  purity  prescribed 
by  §  455.3(a)  (1)  of  this  chaptet. 

(3)  The  drug  is  in  a  water-miiolble 
ointment  or  cream  base  and  each  gram  of 
ointment  or  cream  contains:  5.0  milli¬ 
grams  of  kanamycin  actlvi^  as  the  sul¬ 
fate,  5.0  milligrams  of  amphomyein  ac- 
tivl^  as  the  calcium  salt,  and  10.0  milli¬ 
grams  of  hydrocortisone  acetate. 

(b)  Sponsor.  See  No.  000015  in 
9  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  for  use  in  dogs  in  the  following 
conditions  associated  with  bacterial  in¬ 
fections  caused  by  organisms  susceptible 
to  one  or  both  antibiotics:  Acute  otitis 
externa,  furunculosis,  folliculitis,  pruri¬ 
tus,  anal  gland  infections,  erythema, 
decubltal  ulcer,  superficial  wounds,  and 
superficial  abscesses. 

(2)  The  ointmept  should  be  applied 
to  the  affected  areas  of  the  skin  at  least 
twice  daily.  In  severe  or  widespread  le¬ 
sions  it  may  be  desirable  to  apply  the 


ointment  more  than  twice  dally.  Alter 
some  improvement  is  observed,  treat¬ 
ment  can  usually  be  reduced  to  once 
dally.  Before  application,  hair  in  the  af¬ 
fected  area  should  be  closely  dipped  and 
the  area  should  be  thoroughly  deansed 
of  crusts,  scales,  dirt,  or  other  detritus. 
Whm  treating  infections  of  the  anal 
gland,  the  drug  should  be  introduced 
into  the  orifice  of  the  gland  and  not 
through  any  fistulous  tract.  If  no  re¬ 
sponse  is  evident  in  7  days,  diagnosis 
and  therapy  should  be  reevaluated. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  524.1301  Mafenide  acetate  and  nitro- 
furazone  aerosol  powder. 

(a)  Specifications.  The  product  is  in 
an  aerosol  prepsu'ation  whi<^  contains 
6.61  percent  of  mafenide  acetate  and  0.12 
percent  of  nitrofurazone  as  active 
ingre^nts. 

(b)  Approvals.  To  No.  000024  in 
9  510.600(c)  of  this  chtq>ter. 

(c)  Conditions  of  use.  (1)  It  is  in¬ 
tended  for  topical  application  to  dogs  for 
the  prophylactic  and  therapeutic  .treat¬ 
ment  of  wound  infections  stnd  pyogenic 
dermatitis  caused  by  a  variety  of  gram¬ 
positive  and  gram-negative  bacteria  in¬ 
cluding  Staphylococcus  sp..  Streptococcus 
sp.,  Proteus  sp..  Pseudomonas  sp.,  Es¬ 
cherichia  coli  and  Aerobacter  aerbgenes, 
and  virulent  strains  of  Pseudomonas 
aeruginosa. 

(2)  After  cleansing  the  area  to  be 
treated,  apply  a  light  coat  of  the  drug. 
Use  once  or  twice  daily,  usually  for  up 
to  5  days. 

(3)  Avoid  application  to  eyes. 

(4)  Occasional  transitory  local  re¬ 
actions  (Irritation)  may  occur. 

(5)  Federcd  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.1443  Miconazole  nitrate  cream; 
miconazole  nitrate  lotion. 

(a)  Specifications.  (1)  Miconazole  is 
l-[2,4-dlchloro-^  -  (2,4  -  dichlorobenzyl- 
oxy)  phenethyl]  imidazole. 

(2)  The  cream  contains  23  milligrams 
of  miconazole  nitrate  (equlv.  to  20  mg  of 
miconazole  base)  per  gram. 

(3)  The  lotion  contains  1.15  percent 
of  miconazole  nitrate  (equiv.  to  1  percent 
miconazole  base) . 

(b)  Sponsor.  See  No.  011716  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  Miconazole 
nitrate  is  an  antifungal  agent  for  topical 
treatment  of  infections  in  dogs  and  cats 
caused  by  Microsporum  canis,  Microspor- 
um  gypseum,  and  Trichophyton  menta- 
grophytes. 

(2)  Apply  once  daily  by  rubbing  into 
infected  site  and  into  immediate  sur¬ 
rounding  vicinity.  Continue  tres^ment 
for  2  to  4  weeks  until  Infection  is  com¬ 
pletely  eradicated  as  determined  by^  ap¬ 
propriate  laboratory  examination. 

(3)  Accurate  diagnosis  of  infecting  or¬ 
ganism  is  essential.  Identify  by  micro¬ 
scopic  examination  of  a  mounting  of  in¬ 
fected  tissue  in  potassium  hydroxide 
solution  or  by  culture  on  an  appr(q;>rlate 
medlmn. 


(4)  If  no  improvement  is  observed  in 
2  wedu,  reevaluate  diagnosis  and  ther¬ 
apy. 

(5)  Avoid  contact  with  eyes  since  Ir¬ 
ritation  may  result. 

(6)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  524.1484  Neqmjcin  sulfate  ophthal¬ 
mic  and  topical  dosage  forms. 

§  524.1484c  Neomycin  sulfate  ophthal¬ 
mic  ointment. 

(a)  Specifications.  Each  gram  of  the 
ointment  contains  5  milligrams  of  neo- 
mjrcln  sulfate  equivalent  in  activity  to 
3.5  milUgrams  of  neomycin  base. 

(b)  Sponsor.  See  No.  017030  in 
9  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
Is  Intended  for  use  In  dogs  and  cats  for 
the  treatment  of  superficial  ocular  biu:- 
terlal  Infections  limited  to  the  conjunc¬ 
tival  or  the  anterior  segment  of  the  eye. 

(2)  The  drug  is  applied  four  times 
each  day. 

(3)  The  drug  is  applied  by  inserting 
the  tip  of  the  tube  beneath  the  lower  lid 
and  by  expressing  a  small  quantity  of 
ointment  into  the  conjunctival  sac.  The 
tip  of  the  tube  should  not  come  in  contact 
with  the  eye  surface. 

(4)  Severe  infections  should  be  sup¬ 
plemented  by  systemic  therapy. 

(5)  Prolonged  administration  of  the 
drug  may  permit  overgrowth  of  orga¬ 
nisms  that  are  not  susceptible  to  neomy¬ 
cin.  If  new  Infections  due  to  bacteria  or 
fungi  appear  during  thenq)y,  appropri¬ 
ate  measures  should  be  taken. 

§  524.1484b  Neomycin  sulfate,  9-flu- 
oroprednisolone  acetate,  tetracaine 
hydrochloride,  and  myristyl-gamma- 
picolinium  cMoHde,  topical  powder. 

(a)  Specifications.  The  product  con¬ 
tains  5  milligrams  of  neomycin  sulfate, 
equivalent  to  3A  milligrams  of  neomycin 
base,  1  milligram  of  9-fiuoroprednlsdlone 
acetate,  5  milligrams  of  tetracaine 
hydrochlmlde  and  .2  milligram  ot 
myristyl-gamma-plc(dinlum  chloride  in 
each  gram  of  the  product  in  a  special  ad¬ 
herent  powder  base. 

(b)  Sponsor.  See  No.  000009  in 
9  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
horses,  dogs,  and  cats  in  the  treatment 
or  adjunctive  thertq>y  of  certain  ear  and 
skin  conditions  when  such  conditions  are 
caused  by  or  associated  with  neomycin- 
susceptible  organisms  and/or  allergy.  In 
addition  the  product  is  indicated  as 
superficial  dr«»lng  applied  to  minor 
cuts,  wounds,  lacerations,  abrasions,  and 
for  postsurgical  i4>plication  where  re¬ 
duction  of  pain  and  Inflammatory  re¬ 
sponse  is  deemed  desirable.  The  product 
may  be  used  as  a  dusting  powder  follow¬ 
ing  amputati(Hi  of  tails,  claws,  and  dew- 
claws  and  f(^owtng  ear  trimming,  cast¬ 
rating,  and  such  surgical  procedures  as 
ovariohsrsterectomles.  The  product  may 
also  be  used  in  the  treatment  of  acute 
otitis  externa  in  dogs,  acute  moist  der¬ 
matitis  and  interdlgltal  dermatitis  in 
dogs. 
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(2)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  Ucensed 
veterinarian. 

§  524.1484r  Neomycin  sulfate,  9-flu- 
oroprednisolone  acetate,  tetracaine 
hydrochloride  ointment. 

(a)  Specifications.  The  drug  contains 
5  milligrams  of  neomycin  sulfate  (equiv¬ 
alent  to  3.5  milligrams  of  neomycin 
base),  1  milligram  of  9-fluoroprednlso- 
lone  acetate,  and  5  milligrams  of  tetra¬ 
caine  hydrochloride  in  each  gram  of 
ointment. 

(b)  Sponsor.  See  No.  000009  in 
S  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
treating  such  conditions  as  acute  otitis 
externa  in  dogs  and  to  a  lesser  degree, 
chronic  otitis  externa  in  dogs.  It  also  is 
effective  in  treating  anal  gland  infections 
and  moist  dermatitis  in  the  dog  and  is  a 
useful  dressing  for  minor  cuts,  lacera¬ 
tions,  abrasions,  and  post-sm*gical  ther- 
at>y  in  the  horse,  cat,  and  dog.  It  may 
also  be  used  foUowl^  amputation  of 
dewclaws,  tails  and  daws,  following  ear 
trimming  and  castrating  operations. 

(2)  In  treatment  of  otitis  externa  and 
other  inflammatory  conditions  of  the  ex¬ 
ternal  ear  canal,  a  quantity  of  olnhnent 
sufficient  to  fill  the  external  ear  canal 
may  be  applied  one  to  three  times  dally. 
When  used  (m  the  skin  or  mucous  mem¬ 
branes,  the  affected  area  should  be 
cleansed,  and  a  small  amount  of  the  oint¬ 
ment  iqiplied  and  spread  or  rubbed  in 
gently.  The  involved  area  may  be  treated 
one  to  three  times  a  day  and  these  daily 
applications  continued  in  accordance 
with  the  clinical  response. 

(3)  Tetracaine  and  neomycin  have  the 
potential  to  sensitize.  Care  should  be 
taken  to  observe  animals  being  treated 
for  evidence  of  hypersensitivity  or  al¬ 
lergy  to  the  drug.  If  such  signs  are  noted, 
therapy  with  the  drug  should  be  stopped. 
Treatment  should  be  limited  to  the 
p^od  when  local  anesthesia  is  essential 
to  control  self-inflicted  trauma. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  524.1484d  Neomycin  sulfate,  hydro¬ 
cortisone  acetate,  tetracaine  hydro¬ 
chloride  ear  ointment. 

(a)  Specifications.  The  product  con¬ 
tains  5  milligrams  of  neomycin  sulfate, 
equivalent  to  3.5  milligrams  of  neomycin 
base,  5  milligrams  of  hydrocortisone  ace¬ 
tate.  and  5  milligrams  of  tetracaine  hy¬ 
drochloride  in  each  gram  of  ointment. 

(b)  Sponsor.  See  Nos.  011904  and 
000009  in  S  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  indi¬ 
cated  for  treating  acute  otitis  externa 
and,  to  a  lesser  degree,  chronic  otitis 
externa  in  dogs  and  cats.  In  treatment  of 
ear  canker  and  other  Inflammatory  con¬ 
ditions  of  the  external  ear  canal,  a  quan¬ 
tity  of  ointment  sufficient  to  fill  the  ex¬ 
ternal  ear  canal  may  be  applied  one  to 
three  times  dally. 

(2)  Tetracaine  and  neomycin  have  the 
potential  to  sensitize.  Care  should  be 
taken  to  observe  animals  being  treated 
for  evidence  of  hypersensitivity  or  allergy 
to  the  product.  If  such  signs  are  noted. 


therapy  with  the  product  should  be 
stopp^  Inc(xnplete  response  or  exacer¬ 
bation  of  corticosteroid  responsive  le¬ 
sions  may  be  due  to  the  presence  of 
nonsusceptible  organisms  or  to  prolonged 
use  of  antibiotic-containing  preparations 
resulting  in  overgrowth  of  nonsusceptible 
organisms,  particularly  Monllia. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.1484e  Neomycin  sulfate  and  p<dy- 
myxin  B  sulfate  ophthalmic  solution. 

(a)  Specifications.  Each  milliliter  of 
the  ophthalmic  preparation  contains  5.0 
milligrams  neomycin  sulfate  (3.5  milli¬ 
grams  neomycin  base) ,  and  10,000  Units 
of  polymyxin  B  sulfate. 

(b)  Sponsor.  See  No.  000033  in 
§  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug 
is  recommended  for  the  treatment  of 
bacterial  infections  associated  with  topi¬ 
cal  ophthalmological  conditions  such  as 
comeal  injuries,  superficial  keratitis, 
conjunctivitis,  keratoconjunctivitis,  and 
blepharitis  in  the  dog. 

(2)  The  recommended  dosage  is  1  to 
2  drops  per  eye  every  6  hours. 

(3)  In  treating  ophthalmological  con¬ 
ditions  associated  with  bacterial  infec¬ 
tions  the  drug  is  contraindicated  in  those 
cases  in  which  microorganisms  are  non¬ 
susceptible  to  the  antibiotics  incorpo¬ 
rated  in  the  drug. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  Uie  order  of  a  licensed 
veterinarian. 

§  524.14841  Neomycin  sulfate,  pred¬ 
nisolone  acetate,  tetracaine  hydro¬ 
chloride  eardrops. 

(a)  Specifications.  The  product  con¬ 
tains  5  milligrams  of  netmiycin  sulfate, 
equivalent  to  38  milligrams  of  neomycin 
base,  28  milligrams  of  prednisolone  ace¬ 
tate,  and  5  milligrams  of  tetracaine  hy¬ 
drochloride  in  each  milliliter  of  sterile 
suspension. 

(b)  Sponsor.  See  No.  000009  in 
S  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  useful 
in  treating  such  conditions  as  acute  otitis 
externa  and,  to  a  lesser  degree,  chronic 
otitis  externa  in  dogs  and  cats.  It  is  in¬ 
dicated  as  treatment  or  adjunctive 
therapy  of  certain  ear  conditions  in  dogs 
and  cats  caused  by  or  associated  with 
neomycin-susceptible  organisms  and/or 
allergy.  In  otitis  externa,  2  to  6  drops 
may  be  placed  in  the  external  ear  canal 
two  or  three  times  daily. 

(2)  Incomplete  response  or  exacerba¬ 
tion  of  corticosteroid  responsive  lesions 
may  be  due  to  the  presence  of  nonsus¬ 
ceptible  organisms  or  to  prolonged  use 
of  antibiotic-containing  preparations 
resulting  in  overgrowth  of  nonsusceptible 
organisms,  particularly  Monilia.  Thus,  if 
improvement  is  not  noted  within  2  or  3 
days,  or  if  redness,  irritation,  or  swelling 
persists  or  increases,  the  diagnosis  should 
be  redetermined  and  impropriate  ther¬ 
apeutic  measures  initiated.  Tetracaine 
and  neomycin  have  the  potential  to  sen¬ 
sitize.  Care  should  be  taken  to  observe 
animals  being  treated  for  evidence  of 


hypersensitivity  or  allergy.  If  such  signs 
are  noted,  therapy  should  be  stopped. 

(3)  Federal  law  restricts  this  drug  to 
.use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.1 484g  Neomycin  sulfale-lhia- 
bendaicole-dexamethasone  solution. 

(a)  Specifications.  Each  cubic  centi¬ 
meter  of  neomycin  sulfate-thlaboida- 
zole-dexamethasone  solution  contains: 
40  milligrams  of  thiabendazole.  3.2  mil¬ 
ligrams  of  neomycin  (from  neo¬ 
mycin  sulfate),  and  1  milligram  of 
dexamethasone. 

(b)  Sponsor.  See  No.  000006  in 
S  510.600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
recommended  for  use  as  an  aid  in  the 
treatment  of  bacterial,  mycotic,  and  in¬ 
flammatory  dermatoses  and  otitis  ex¬ 
terna  in  dogs  and  cats. 

(2)  In  treating  dermatoses  affecting 
areas  other  than  the  ear,  the  surface  of 
the  lesions  should  be  well  moistened  (two 
to  four  drops  per  square  inch)  twice 
daily.  In  treating  otitis  externa,  five  to  15 
drops  of  the  drug  should  be  instilled  in 
the  ear  twice  daily.  The  drug  is  lim¬ 
ited  to  7  days  maximum  duration  of 
administration. 

(3)  For  use  only  by  or  on  order  of  a 
licensed  veterinarian. 

§  524.1580  Nitrofurazone  -  nifuroxime- 
diperodon  hydrochloride  ear  solu¬ 
tion. 

(a)  Specifications.  Nitrofurazone- 
nlfuroxime-dliMrodon  hydrochloride  ear 
solution  contains  on  a  weight-in-weight 
basis  0.2  percent  nitrofurazone;  0.375 
percent  nifuroxime,  and  2  percent  dlper- 
odon  hydrochloride  in  a  water  soluble 
vehicle. 

(b)  Sponsor.  See  No.  000035  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  The  drug  is  rec¬ 
ommended  for  use  in  dogs  in  the  treat¬ 
ment  of  bacterial  ear  infections  caused 
by  organisms  sensitive  to  nitrofiurazone 
and/or  nifuroxime.  It  is  administered 
two  or  three  times  daily.  The  drug  is  not 
intended  for  prolonged  use.  Sensitivity 
to  the  ,drug  may  develop.  If  redness,  Ir¬ 
ritation,  or  swelling  persists  or  Increases, 
use  of  the  drug  should  be  discontinued 
and  a  veterinarian  consulted. 

§  524.1600  Nystatin  ophthalmic  and 
topical  dosage  forms. 

§  524.1(»00a  Nystatin,  neomycin,  thio- 
strepton,  and  triamcinolone  acetonide 
ointment. 

(a)  Specifications.  Each  cubic  centi¬ 
meter  of  ointment  contains:  100,000  units 
of  nystatin,  neomycin  sulfate  equivalent 
to  2.5  milligrams  of  nemnycin  base,  2,500 
units  thlostrepton,  and  1.0  mllligriun  of 
triamcinolone  acetonide. 

(b)  Sponsor.  See  No.  000003  in  9  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
recommended  for  local  therapy  as  an 
anti-inflammatory,  antipruritic,  anti¬ 
fungal,  and  antibacterial  ointment  for 
the  topical  therapy  of  cutaneous  dis¬ 
orders  in  cats  and  dogs.  It  is  used  in  the 
treatment  of  acute  and  chronic  otitis  of 
varied  etiologies,  in  interdigital  cjrsts  in 
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cats  dogs,  and  in  anal  gland  Infec¬ 
tions  in  dogs.  It  is  also  indicated  in  the 
management  of  dermatologic  disorders 
characterized  by  inflammation  and  dry 
or  exudative  dermatitis  particidarly  those 
caused,  complicated,  or  threatened  by 
bacterial  or  candidal  (Candida  albicans) 
infections.  It  is  also  used  in  eczematous 
dermatitis,  contact  dermatitis,  and  sebor¬ 
rheic  dermatitis  and  as  an  adjunct  in  the 
treatment  of  dermatitis  due  to  parasitic 
infestation. 

(2)  It  is  to  be  administered  as  follows: 

(1)  For  otitis:  Cflean  ear  canal  of  im¬ 
pacted  cerumen.  Inspect  canal  and  re¬ 
move  any  foreign  bodies  such  as  grass, 
awns,  ticks,  etc.  Instill  three  to  flve  drops 
of  ointment.  Preliminary  use  of  a  local 
anesthetic  may  be  advisable. 

(U)  For  Infected  anal  glands,  cystic 
areas,  etc.:  Drain  gland  or  cyst  and  then 
All  with  ointment. 

(ill)  For  other  dermatologic  disorders : 
Clean  affected  areas  and  remove  any  en¬ 
crusted  discharge  or  exudate.  Apply  oint¬ 
ment  sparingly  in  a  thin  fllm. 

(iv>  Frequency  of  administration  is 
dependent  upon  the  severity  of  the  con¬ 
dition.  For  mild  inflammations,  applica¬ 
tion  may  range  from  once  dally  to  once 
a  week;  for  severe  conditions  the  oint¬ 
ment  may  be  applied  as  often  as  two  to 
three  times  daily.  Frequency  of  treat¬ 
ment  may  be  decreased  as  improvement 
occurs. 

§  524.16()0b  Nyntatin,  neomycin,  thio* 
strepton,  and  triamcinolone  aeetonide 
ophthalmic  ointment. 

(a)  Specifications.  Each  cubic  centi¬ 
meter  of  ointment  contains:  100,000 
units  of  nystatin,  neomycin  sulfate  equiv¬ 
alent  to  2.5  milligrams  of  neomycin  base, 
2,500  units  of  thlostrepton,  and  1.0  milli¬ 
gram  of'-triEuncinolone  aeetonide. 

(b)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
recommended  for  ophthalmic  use  as  an 
anti-inflammatory,  antipruritic,  anti¬ 
fungal  (Candida  albicans),  and  anti¬ 
bacterial  ointment  for  local  therapy  in 
keratitis  and  conJunctivitiB  in  eats  and 
dogs  and  for  infectious  keratoconjunc¬ 
tivitis  (pink  eye)  in  cattle. 

(2)  It  is  to  be  administered  as  follows: 

(i)  Ftor  conjunctivitis  and  keratitis: 

Apply  one  drop  of  ointment  to  the  af¬ 
fected  eye(s)  two  or  three  times  daily. 
Treatment  may  be  continued  for  up  to 
2  wedcs  If  necessary. 

(U)  For  bovine  infectious  keratocon¬ 
junctivitis:  Apply  small  line  of  ointment 
to  the  affected  eye(s)  once  daily.  Treat¬ 
ment  may  be  continued  for  up  to  2  weeks 
if  necessary. 

(Ui)  Frequency  of  administration  is 
dependent  on  the  severity  of  the  condi¬ 
tion.  For  mild  Inflammations,  applica¬ 
tions  may  range  from  once  daily  to  once 
a  week;  for  severe  conditions  the  drug 
may  be  iqjplled  as  often  as  two  to  three 
times  dally.  Frequency  of  treatment  may 
be  decreased  as  improvement  occurs. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 


§  524.1662  Oxytetracycline  hydro¬ 
chloride  ophthalmic  and  topical  dos¬ 
age  forms. 

§  524.1662a  Oxytetracycline  hydrochlo¬ 
ride  and  hydrocortisone  spray. 

(a)  Specifications.  Each  3-oonce  unit 
of  oxytetracycline  hydrochloride  and  hy¬ 
drocortisone  spray  contains  300  milli¬ 
grams  of  oxytetracycline  hydrochloride 
and  100  milligrams  of  hydrocortisone 
with  an  inert  freon  propellant  such  that 
a  1 -second  spray  treatment  will  deliver 
approximately  2.5  milligrams  of  oxytet¬ 
racycline  hydrochloride  and  0.8  milli¬ 
gram  of  hydipcortisone. 

(b)  Sponsor.  See  No.  000069  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  relief  of  discomfort  and 
continued  treatment  of  many  allergic, 
infectious,  and  traumatic  skin  condi¬ 
tions.  The  indications  include  prevention 
of  bacterial  infections  in  superficial 
wounds,  cuts,  and  abrasions,  treatment 
of  allergic  dermatoses.  Including  urti¬ 
caria,  eczemas,  insect  bites,  and  cutane¬ 
ous  drug  reactions,  infections  asso¬ 
ciated  with  minor  bums  and  wounds,  and 
nonspecific  pruritus  in  dogs  and  cats. 

(2)  A  small  quantity  should  be  sprayed 
on  the  affected  surface  by  holding  the 
container  about  6  Inches  from  the  area 
to  be  treated  and  pressing  the  nozzle  for 
1  or  2  seconds.  Only  sufficient  spray  to 
coat  the  skin  thinly  is  necessary.  The  im¬ 
plication  of  small  amoimts  at  frequent 
intervals  will  give  best  results.  Before 
treating  animals  with  long  or  matted 
hair,  it  may  be  necessary  to  clip  the 
affected  area  or  spread  the  hairs  to  al¬ 
low  the  medication  to  contact  the  skin 
surface.  Relief  may  be  noted  following 
the  first  or  second  treatment;  however, 
treatment  should  not  be  discontinued 
too  soon  after  the  Initial  favorable  re¬ 
sponse  has  been  obtained. 

(3)  Keep  away  from  eyes  or  other 
mucous  membranes;  avoid  inhaling;  use 
with  adequate  ventilation;  in  case  of 
deep  or  puncture  wotmds  or  serious 
bums,  consult  a  veterinarian. 

§  524.1662b  Oxj'tetracycline  hydrochlo¬ 
ride,  polymyxin  B  sulfate  ophthalmic 
ointment. 

(a)  Specifications.  Each  gram  of  the 
ointment  contains  oxytetracycline  hydro¬ 
chloride  equivalent  to  5  milligrams  of 
oxytetracyllne  and  10,000  units  of  poly¬ 
myxin  B  sulfate. 

(b)  Sponsor.  See  No.  000069  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  for  the  prophylaxis  and  local  treat¬ 
ment  of  superficial  ocular  Infections  due 
to  oxytetracycline-  and  polymyxin- 
sensitive  organisms.  These  infections  in¬ 
clude  the  following:  Ocular  Infections 
due  to  streptococci,  rickettsiae,  E.  coU. 
and  A.  aerogenes  (such  as  conJunctivitiB, 
keratitis,  pinkeye,  corneal  xilcer,  and 
blepharitis  in  dogs,  cats,  cattle,  sheep, 
and  horses);  ocular  infections  due  to 
secondary  bacterial  complications  asso¬ 
ciated  with  distemper  in  dogs;  and 
ocular  infections  due  to  bacterial  inflam¬ 


matory  cimditions  which  may  occur  sec¬ 
ondary  to  other  infectious  diseases  in 
dogs,  cats,  cattle,  sheep,  and  horses. 

(2)  It  iB  administered  topically  to  the 
eye  two  to  four  times  daily. 

(3)  Allergic  reactions  may  occasionally 
occur.  Treatment  should  be  discontinued 
if  reactions  are  severe.  If  new  Infections 
due  to  nonsensitive  bacteria  or  fungi 
appear  during  therapy,  appropriate 
measures  should  be  taken. 

§  524.1695  Pancreatic  dornase. 

(a)  Specifications.  Pancreatic  dornase 
is  the  enzyme  desoxyribonuclease  ex¬ 
tracted  from  beef  pancreas  and  lyophi- 
lized.  It  is  sterile  and  packaged  in  vials 
containing  100,000  units  of  the  drug. 

(b)  Sponsor.  See  No.  000006  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The  drug 
should  be  maintained  under  refrigera¬ 
tion  and  used  immediately  upon 
reconstitutiem. 

(d)  Conditions  of  use.  (1)  It  is  used 
for  enzymatic  debridement  of  paUudogic 
conditions  in  animals. 

(2)  The  drug  is  reconstituted  with 
sterile  water  tar  injection  or  with  sodium 
chloride  injection.  The  usiial  dosage  is 
50,000  to  100,000  units  of  reconstituted 
pancreatic  dornase  alone  or  with  an  anti¬ 
biotic.  It  is  administered  as  an  irrigation 
or  as  a  wet  dressing  or  is  injected  directly 
into  the  infected  area. 

(3)  Federal  law  restricts  this  drug  to 

use  by  or  on  the  order  of  a  licensed 
veterinarian.  • 

§  524.1742  /V-(Mercaplomethyl)  phthal- 
imide  5-(0,0-diii»etliyl  phoaidiorodi- 
thioate)  emnlsifiaUe  liquid. 

(a)  Specifications.  The  emulsifiable 
liquid  cemtains  11.6  percent  N-(mercap- 
tomethyl)  phthalimide  5-(0,0-dlmethyl 
phosphorodithloate) . 

(b)  Sponsor.  See  No.  017032  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use — (D  Methods 
of  application.  Methods  of  application  to 
control  the  following  conditions  on  beef 
cattle: 

To  control;  Method  of  use 

Grubs _  Dip,  pour-on,  or  ^ray. 

Lice _  Dip,  pour-on,  or  spray. 

Homflles _  Spray. 

Cattle  ticks _  Dip  or  spray. 

Southern  cattle  Dip  or  spray, 

ticks. 

(i)  Dip  vat  procedure,  (a)  Prior  to 
charging  vat,  empty  old  contents  and 
thoroughly  clean  the  vat.  Add  water  to 
the  vat.  Add  the  drug  at  a  rate  of  1  gallon 
to  each  60  gallons  water.  Add  triple 
super  phosphate  at  a  rate  of  100  pounds 
per  1,000  gallons  of  vat  solution.  Super 
phosphate  is  added  to  control  the  pH 
of  the  solution  and  insure  vat  stability. 
Super  phosphate  is  usually  available  at 
most  fertilizer  dealers  as  0-45-0,  or  0-46- 
0.  Stir  the  vat  thoroughly,  preferably 
with  a  compressed  air  device;  however, 
any  form  of  thorough  mixing  is  adequate. 
Re-sUr  vat  contents  prior  to  each  use. 
During  the  dipping  operation,  each  time 
the  vat’s  volume  is  r^uced  by  Vs  of  its 
initial  volume,  replenish  the  vat  with 
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water  and  add  the  drug  at  a  rate  of  1 
gallon  for  each  50  gallons  water  added. 
Also  add  super  irfiosphate  at  a  rate  of 
10  pounds  per  100  g^ons  of  additional 
solution.  Stir  well  and  resume  dipping. 
Repeat  replenishment  process  as  neces¬ 
sary.  For  evaporation,  add  additional 
water  accordinigly.  For  added  water  due 
to  rainfall,  merely  replenish  vat  with  the 
product  according  to  directions. 

(b)  Vat  should  be  emptied,  cleaned, 
and  recharged  each  time  one  of  the  fol¬ 
lowing  occurs:  When  the  vat  has  been 
charged  for  60  days.  When  the  dip  be¬ 
comes  too  foul  for  satisfactory  use,  with¬ 
in  the  60-day  limit.  If  the  number  of 
animals  dipped  equals  the  number  of 
gallons  of  the  initial  bath  volume,  within 
the  60-day  limit. 

(ii)  Spray  method.  To  prepare  the 
spray,  mix  1  gallon  of  the  drug  with  49 
gallons  of  water  and  stir  thoroughly. 
Apply  the  fresh  mixture  as  a  high-pres¬ 
sure  spray,  taking  care  to  wet  the  skin, 
not  just  the  hair.  Apply  to  the  point  of 
“runoff”,  about  1  gallon  of  diluted  spray 
per  adult  animal.  Lesser  amounts  will 
permit  nmoff  for  younger  animals. 

(iii)  Pour-on  method.  Dilute  1  part  of 
the  drug  with  2  parts  of  water  by  slowly 
adding  the  water  to  the  product  while 
stirring.  Apply  1  ounce  of  the  diluted 
mixture  per  100  pounds  of  body  weight 
(to  a  maximum  of  8  ounces  per  head) 
down  the  center  line  of  the  back. 

(2)  Timing  of  applications  for  cattle 
grub  control.  For  optimiun  cattle  grub 
control,  it  is  imp>ortant  to  treat  as  soon 
as  possible  after  the  heel  fly  season,  be¬ 
fore  the  grub  larvae  reach  the  gvillet  or 
spinal  canal,  as  the  rapid  kill  of  large 
numbers  of  larvae  in  these  tissues  may 
cause  toxic  side  effects  such  as  bloat, 
salivation,  staggering,  and  paralysis. 

(3)  Warnings.  The  drug  is  a  cholines¬ 
terase  inhibitor.  Do  not  use  this  dnig  on 
animals  simultaneously  or  within  a  few 
days  before  or  after  treatment  with  or 
exposure  to  cholinesterase-inhibiting 
drugs,  pesticides,  or  chemicals.  Do  not 
apply  within  21  days  of  slaughter.  For 
use  on  beef  cattle  only.  Do  not  treat  sick, 
convalescent,  or  stressed  cattle,  or  calves 
less  than  3  months  old  except  in  Federal 
or  State  eradication  programs  where  im¬ 
mediate  treatment  of  all  animals  in  an 
mfested  herd  is  mandatory.  Be  sure  free 
access  to  drinking  water  is  available  to 
cattle  prior  to  dipping.  Do  not  dip  ex¬ 
cessively  thirsty  animals.  Do  not  dip  ani¬ 
mals  when  overheated.  Repeat  treatment 
as  necessary  but  not  more  often  than 
every  7  to  10  days.  Treatment  for  lice, 
ticks,  and  homilies  may  be  made  any 
time  of  the  year  except  when  cattle  grub 
larvae  are  in  the  gullet  or  spinal  canal. 
Treatment  for  lice  and  ticks  may  be  made 
any  time  7  to  10  days  following  treatment 
for  grubs.  Do  not  treat  grubs  when  the 
grub  larvae  are  in  the  gullet  or  spinal 
canal.  Do  not  get  in  eyes,  on  skin,  or  on 
clothing.  Do  not  breathe  spray  mist. 
Wear  mbber  gloves,  goggles,  and  protec¬ 
tive  clothing.  In  case  of  skin  contact, 
wash  immediately  with  soap  and  water; 
for  eyes,  flush  with  water.  Wash  all  con¬ 
taminated  clothing  with  soap  and  hot 
water  before  re-use. 


(d)  Related  tolerances.  See  40  C7FR 
S  180.261. 

§  524.1880  Prednisolone-neomycin  sul¬ 
fate  ophthalmic  ointment. 

(a)  Specifications.  Prednisolone-neo¬ 
mycin  sulfate  (^hthalmic  ointment  con¬ 
tains  2  milligrams  prednisolone  and  5 
milligrams  necxnycln  sulfate  (equivalent 
to  3.5  milligrams  neomycin  base)  in 
each  gram  of  ointment. 

(b)  Sponsor.  See  No.  017030  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  The  drug  is 
rec(xnmended  for  use  in  superficial  ocu¬ 
lar  inflammations  or  infections  limited 
to  the  conjunctiva  or  the  anterior  seg¬ 
ment  of  the  eye  of  cats  and  dogs,  such 
as  those  associated  wiUi  allergic  reac¬ 
tions  or  gross  irritants.  A  small  quantity 
of  the  (^tment  should  be  expressed  into 
the  conjunctival  sac  four  times  a  day  for 
7  days.  After  7  days,  if  clinical  improve¬ 
ment  is  not  noted,  reevaluation  of  the 
diagnosis  should  be  omisidered.  All  topi¬ 
cal  ophthalmic  preparations  ctmtaining 
cortlcosten^ds  with  or  without  an  anti¬ 
microbial  agent  are  (xmtraindicated  in 
the  initial  treatment  of  corneal  ulcers. 
They  should  not  be  used  until  the  infec- 
ti(m  is  under  control  and  corneal  regen¬ 
eration  is  well  imderway.  For  use  only 
by  or  on  the  order  of  a  licensed  veteri¬ 
narian. 

§  524.1881  Prednisolone  acetate  oph¬ 
thalmic  and  topical  dosage  forms. 

§  524.1881a  Prednisolone  acetate,  sodi¬ 
um  sulfacetamide,  neomycin  oint¬ 
ment. 

(a)  Specifications.  Each  gram  of  oint¬ 
ment  contains  5  milligrams  of  pred¬ 
nisolone  acetate,  100  milligrams  of 
sodium  sulfacetamide,  and  2.5  milli¬ 
grams  of  neomycin  sulfate  (equivalent 
to  1.75  milligrams  of  neomycin  base)  in 
a  white  petrolatum  and  mineral  oil  base. 

(b)  Sponsor.  See  No.  000085  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  treating  external  eye  and 
ear  infectitms  caused  by  bacteria  sensi¬ 
tive  to  neomycin  or  scxilum  sulfacetamide 
and  the  Inflammation,  edema,  and  al¬ 
lergy  which  often  acccHnpany  these 
conditions  in  dogs  and  cats. 

(2)  Applicati(m  of  the  drug  for  eye 
and  ear  purposes  should  be  made  fre¬ 
quently,  a  thin  film  should  be  applied 
three  or  four  times  daily.  In  chronic  con¬ 
ditions,  withdrawal  of  treatment  should 
be  carried  out  by  gradually  decreasing 
the  frequency  of  application. 

(3)  All  topical  ophthsdmic  prepara¬ 
tions  contalriing  corticosteroids,  with  or 
without  an  antimicrobial  agent,  are  con¬ 
traindicated  in  the  initial  treatment  of 
comeal  ulcers.  They  should  not  be  used 
until  the  infection  is  imder  control  and 
regeneration  is  well  imderway. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  (m  the  order  of  a  licensed 
veterinarian. 

§  524.1881b  PrednistJone  acetate-neo¬ 
mycin  sulfate  sterile  suspension. 

(a)  Specifications.  I^ednisolone  ace¬ 
tate-neomycin  sulfate  sterile  suspension 
contains  2.5  milligrams  of  prednisolone 


acetate  and  5  milligrams  ot  neomycin 
sulfate  (equivalent  to  3.5  milligrams  of 
neomycin  base)  in  each  milliliter  of 
sterile  suspension. 

(b)  Sponsor.  See  No.  000009  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  treating  infectious,  allergic 
and  traumatic  keratitis  and  conjunctivi¬ 
tis,  acute  otitis  externa,  and  chronic  otitis 
externa  in  dogs  and  cats. 

(2)  For  beginning  treatment  of  acute 
ocular  inflammations  1  or  2  drops  may 
be  placed  in  the  conjunctival  sac  3  to  6 
times  during  a  24  hour  period.  When  im¬ 
provement  occurs,  the  dosage  may  be 
reduced  to  1  drop  2  to  4  times  daily.  In 
otitis  externa,  2  to  6  drops  may  be  placed 
in  the  external  ear  canal  2  or  3  times 
daily. 

(3)  All  topical  ophthalmic  preparations 
containing  corticosteroids  with  or  with¬ 
out  an  anti-microbial  agent  are  con¬ 
traindicated  in  the  initial  treatment  of 
comeal  ulcers.  They  should  not  be  used 
until  infection  is  under  control  and 
comeal  regeneration  is  well  underway. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  524.1883  PredniMdone  sodium  phos¬ 
phate-neomycin  sulfate  ophthalmic 
ointment. 

(a)  Specifications.  Prednisolone  so¬ 
dium  phosphate-neomycin  sulfate  oph¬ 
thalmic  ointment  contidns  prednlsoltme 
sodium  phosphate  equivalent  to  2.5  milli¬ 
grams  prednisolone  21-phosphate  and  5 
milligrams  neomycin  sulfate  (equivalent 
to  3.5  milligrams  neomycin  base)  in  each 
gram  of  ointment. 

(b)  Sponsor.  See  No.  000006  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
recommended  for  use  in  superficial  ocu¬ 
lar  inflammations  or  Infections  limited  to 
the  conjimctiva  or  the  anterior  segment 
of  the  eye  of  cats  and  dogs,  such  as 
those  associated  with  aUerglc  reactions 
or  gross  irritants. 

(2)  A  small  quantity  of  the  ointment 
should  be  expressed  into  the  conjunctival 
sac  4  times  a  day  (at  Intervals  of  1  to  8 
hours)  for  a  few  days  until  there  is  a 
favorable  response,  then  the  frequency  of 
application  may  be  reduced  to  twice  dally 
as  long  as  the  condition  remains  under 
control.  Treatment  may  require  from  a 
few  days  to  several  weeks. 

(3)  All  topical  (q)hthalmlc  prepara¬ 
tions  containing  corticosteroids  with  or 
without  an  antimicrobial  agent  are  con¬ 
traindicated  in  the  initial  treatment  of 
comeal  ulcers.  They  should  not  be  used 
until  the  infection  is  under  control  and 
comeal  regeneration  is  well  underway. 

(4)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  524.1982  Proparacaine  hydrochloride 
ophthalmic  Holution. 

(a)  Specifications.  The  drug  is  an 
aqueous  solution  ccmtalning  0.5  percent 
proparacaine  hydrochloride.  2.45  percent 
glycerin  as  a  stabilizer,  and  0.2  percent 
chlorobutanol  (choral  derivative)  and 
1:10,000  benzalkonium  chloride  as 
preservatives. 
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(b)  Sponsor.  See  No.  000003  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Special  considerations.  The  long¬ 
term  toxicity  of  proparacaine  is  un¬ 
known.  Prolonged  use  may  possibly  delay 
wound  healing. 

(d)  Conditions  of  use.  (1)  The  drug 
is  indicated  for  use  as  a  topical  ophthal¬ 
mic  anesthetic  in  animals.  It  is  us^  as  an 
anesthetic  in  cauterization  of  comeal 
ulcers,  removal  of  foreign  bodies  and 
sutures  from  the  cornea,  and  measure¬ 
ment  of  intraocular  pressure  (tonom¬ 
etry)  when  glaucoma  is  suspected. 
Local  applications  may  also  be  used  as 
an  aid  in  the  removal  of  foreign  bodies 
from  the  nose  and  ear  canal,  as  an  acces¬ 
sory  in  the  examination  and  treatment 
of  painful  otitis,  in  minor  surgery,  and 
prior  to  catheterization. 

(2)  It  is  administered  as  follows: 

(1)  For  removal  of  sutures:  Instill  one 
to  two  dn^  2  or  3  minutes  before  re¬ 
moval  of  sUtches. 

(ii)  For  removal  of  foreign  bodies 
from  eye,  esu:.  and  nose:  For.  ophthalmic 
use,  instill  three  to  five  drops  in  the  eye 
prior  to  examination;  for  otic  use.  Instill 
five  to  10  drops  in  the  ear;  for  na^  use, 
iTMdJii  five  to  10  dr(ms  in  each  nostril 
every  3  minutes  for  three  doses. 

(ill)  For  tonometry:  Instill  one  to  two 
drops  immediately  before  measurement. 

(iv)  As  an  aid  Intreatment  of  otitis: 
Tnwtiii  two  drops  into  the  ear  every  5 
minutes  for  three  doses. 

(V)  For  minor  surgery:  Instill  one  or 
more  drops  as  required. 

(Vi)  For  catheterization:  Instill  two  to 
three  drops  with  a  blimt  20-gauge  needle 
immediately  before  inserting  catheter. 

(3)  For  use  only  by  or  on  the  order  of 
a  licexised  veterinarian. 

§  524.2140  Squalane,  pyrethrins  and  pi- 
peronyl  butoxide. 

(a)  Specifications.  The  drug  contains 
25  percent  squalane  (hexamethyltetraoo- 
sane),  0.05  percent  pyrethrins  and  0.50 
percent  technical  pipenmyl  butoxide. 

(b)  Sponsor.  See  No.  017030  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  for  the  treatment  of  ear  mite»  in 
dogs  and  cats. 

(2)  It  is  administered  as  follows:  Cats 
and  dogs  5-15  pounds  body  weiidit,  4  to 
5  drops  in  each  ear  daUy.  Dogs  16-SO 
pounds  body  weight,  5  to  10  drops  In  each 
ear  daily.  Dogs  30  pounds  body  weight 
and  over  10  to  15  drops  in  each  ear  daily. 
The  recommended  treatment  is  for  7  to 
10  days  with  repeated  treatment  in  2 
weeks  If  necessary. 

§  524.2481  Triamcinolone  acetonide 
cream. 

(a)  Specifications.  Triamcinolone  ace¬ 
tonide  cream  ccmtalns  0.1  percent  triam¬ 
cinolone  acetonide  in  an  aqueous  van¬ 
ishing  cream  base. 

(b)  Sponsor.  See  No.  000003  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
recommended  for  use  on  dogs  as  an  anti¬ 
inflammatory,  antipruritic,  and  antial¬ 


lergic  agent  for  topical  treatment  of 
allergic  dermatitis  and  summer  eczema. 

(2)  The  drug  is  ^wUed  by  rubbing 
into  affected  areas  two  to  four  times 
didly  for  4  to  10  days. 

(3)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  524.2542  Triethanolamine  polypeptide 
oleate-condensate  otic  solution. 

(a)  Specifications.  The  drug  contains 
10  percent  triethanolamine  polypeptide 
oleate-condmsate  in  propylene  glycol 
with  0.5  percent  chlorobutanol. 

(b)  Sponsor.  See  No.  000034  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used  in 
dogs  and  cats  to  help  remove  excess  or 
impacted  earwax. 

(2)  Tilt  the  animal’s  head  to  the  side 
and  nil  the  external  auditory  canal  with 
the  drug.  Allow  the  dnig  to  remain  in 
contact  for  15  to  30  minutes;  then  gently 
flush  the  ear  with  warm  water.  Repeat  if 
needed. 

(3)  A  veterinarian  should  be  consulted 
if  the  animal  has  a  history  of  allergy 
including  skin  sensitivity  or  if  ear  irrita¬ 
tion  occurs  or  if  earwax  remains  after 
three  Installations  of  the  drug. 

§  524.2620  liquid  crystalline  trypsin, 
peru  balsam,  castor  oil. 

(a)  Speci/Icaftons.  The  drug  is  a  liquid 
for  direct  application  or  as  an  aerosol 
preparation  formulated  so  that  each 
gram  delivered  to  the  wound  site  con¬ 
tains  0.12  milligram  of  crystalline  tryp¬ 
sin,  87.0  milligrams  of  peru  balsam,  and 
788.0  milligrams  of  castor  oil. 

(b)  Sponsor.  See  No.  000514  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  The  drug  is 
used  as  an  aid  in  the  treatment  of  ex¬ 
ternal  wounds  and  assists  healing  by 
facilitating  the  removal  of  necrotic  tis¬ 
sue,  exudate  and  organic  debris. 

§  524.2640  Tylosin,  neomycin  eye 
powder. 

(a)  Specifications.  Tylosin,  neomydn 
eye  powder  contains  2  percent  ^losin  ac¬ 
tivity  (as  base) ,  neomycin  sulfate  equiv¬ 
alent  to  0.25  percent  neomycin  bara,  1 
percent  piperocaine  hydrochloride,  Ofl 
percent  aoiflavlne  neutral,  and  boric 
acldq.s. 

(b)  Sponsor,  See  No.  000986  in  S  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
in  cattle  for  the  treatment  of  pinkeye 
(infectious  keratoconjunctivitis) . 

(2)  It  is  administered  by  holding  the 
eyelids  open  and  dusting  powder  into 
both  eyes.  The  treatment  is  repeated 
daily  for  up  to  7  days  depending  on  the 
severity  of  the  infection.  Affected  animals 
should  be  protected  from  direct  sun¬ 
light,  dust,  and  flies.  In  an  affected  herd, 
all  unimuin  with  or  without  signs  of  the 
disease  should  receive  at  least  one  treat¬ 
ment. 

(3)  If  there  is  severe  eye  damage  or  if 
the  condition  persists  or  Increases,  dis¬ 
continue  administering  the  drug  and 
consult  a  veterinarian. 


PART  529— CERTAIN  OTHER  DOSAGE 
FORM  NEW  ANIMAL  DRUGS  NOT  SUB¬ 
JECT  TO  CERTIFICATION 

Sec. 

539.360  Cephalothln  discs. 

539.1044  Gentamicin  sulfate  In  certain  other 
dosage  forms. 

639.1044a  Gentamicin  sulfate  Intrauterine 
solution. 

529.1044b  Gentamicin  sulfate  solution. 
529.3503  Trloalne  methanesulfonate. 

Authokitt:  Sec.  512(1),  82  Stat.  347  (21 
Ufi.C.  360b(l)). 

§  529.360  Cephalothin  discs. 

(a)  Specifications.  Cephalothin  discs, 
comply  with  the  requirements  of  S  460.1 
of  this  chapter. 

(b)  Sponsor.  See  No.  000986  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  discs  are 
used  for  determining  the  in  vitro  sus¬ 
ceptibility  of  bacteria  to  cephaloridine 
and  cephalonium. 

(2)  For  veterinary  laboratory  diag¬ 
nosis  only. 

§  529.1044  Gentamicin  sulfate  in  cer¬ 
tain  other  dosage  forms. 

§  529.1044a  (^ntamicin  sulfate  intra¬ 
uterine  solution. 

(a)  Specifications.  Each  milliliter  of 
solution  contains  gentamicin  sulfate 
equivalent  to  50  milligrams  of  genta¬ 
micin  base. 

(b)  Sponsor.  See  No.  000085  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
indicated  for  use  for  control  of  bac¬ 
terial  Infections  of  the  uterus  in  horses 
(metritis)  and  as  an  aid  in  improving 
conception  in  mares  with  uterine  infec¬ 
tions  caused  by  bacteria  sensitive  to 
gentamicin. 

(2)  It  is  administered  at  a  dosage 
level  of  2  to  2.5  grams  per  day  for  3  to  5 
days  during  estrus,  each  dose  being  di¬ 
luted  with  200  to  500  milliliters  of  sterile 
physiological  saline  before  aseptic  infu¬ 
sion  into  the  uterus. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(4)  Not  for  use  in  horses  intended  for 
food. 

§  529.19446  Gentamicin  sulfate  solu¬ 
tion. 

(a)  Specifications.  Each  milliliter  of 
solution  contains  gentamicin  sulfate 
equivalent  to  50  milligrams  of  gentami¬ 
cin  base. 

(b)  Sponsor.  See  No.  000085  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Conditions  of  use.  (1)  The  drug  is 
recommended  as  an  aid  in  the  reduction 
or  elimination  of  the  following  micro¬ 
organisms  from  turkey-hatching  eggs: 
Arizona  hinshawH  (paracolon) ,  Salmon¬ 
ella  St.  paul,  and  Mycoplasma  melea- 
gridis. 

(2)  The  drug  is  added  to  clean  water  to 
provide  a  dip  solution  with  a  gentamicin 
concentration  of  250  to  1,000  parts  per 
million.  A  concentration  of  500  parts  per 
million  is  recommended.  CHean  eggs 
should  be  held  submerged  in  the  genta- 
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micin  solution  under  a  vacuum  of  about 
27.5  to  38  centimeters  of  mercury  for  5 
minutes  followed  by  additional  soaking 
in  gentamicin  solution  for  approximately 
10  minutes  at  atmospheric  pressure.  Eggs 
can  also  be  treated  by  warming  them  for 
3  to  6  hours  at  approximately  100°  F. 
then  immediately  submerging  them  in 
gentamicin  solution  maintained  at  about 
40*  F.,  keeping  the  eggs  submerged  for 
10  to  15  minutes. 

(3)  For  use  in  the  dipping  treatment  of 
tuiicey-hatching  eggs  only.  Eggs  which 
have  been  dipped  in  the  drug  shall  not 
be  used  for  food. 

§  529.2503  Tricainc  methanesulfonate. 

(a)  Chemical  name.  Elthyl-m-amino- 
boizoate  methanesulfonate. 

(b)  Sponsor.  See  No.  000046  in  §  510.- 
600(c)  of  this  chi4>ter. 

(c)  Conditions  of  use.  (1)  It  is  used  for 
the  temporary  immobilization  of  fish, 
amphibians,  and  other  aquatic  cold¬ 
blooded  animals  (poikilotherms)  as  an 
aid  in  handling  during  manual  spawning 
(fish  stripping),  weighing,  measuring, 
marking,  surgical  operations,  transport, 
photography',  and  research. 

(2)  It  is  used  as  follows; 

(i)  For  hsh  the  drug  is  added  to  am¬ 
bient  water  at  a  concentration  of  from 
15  to  330  milligrams  per  liter  depending 
upon  the  degree  of  anesthetization  or 
sedaticm  desired,  the  species  and  size  of 
the  fish,  and  the  temperature  and  soft¬ 
ness  of  the  water.  Preliminary  tests  of 
solutions  must  be  made  with  small  num¬ 
bers  of  fish  to  determine  the  desired 
rates  of  sedation  or  anesthesia  and  the 
appropriate  exposure  times  for  the  spe¬ 
cific  lots  of  fish  under  prevailing  condi¬ 
tions. 

(il)  For  amphibians  and  other  aquatic 
cold-blooded,  animals,  the  drug  is  added 
to  ambient  water  in  craicentrations  of 
from  1:1000  to  1:20,000  depending  upon 
species  and  stage  of  development. 

(iii)  Do  not  use  within  21  days  of  har¬ 
vesting  fish  for  food.  Use  in  fish  intend¬ 
ed  for  food  should  be  restricted  to  Ictal- 
luidae,  Salmonidae,  Elsocidae,  and  Per- 
cidae,  and  water  temperatiuc  should  ex¬ 
ceed  10°  C.  (50°  F.) .  In  other  fish  and  in 
cold-blooded  animals,  the  drug  should 
be  limited  to  hatchery  or  laboratory  use. 


PART  536— TESTS  FOR  SPECIFIC 
ANTIBIOTIC  DOSAGE  FORMS 

Sec. 

536.500  Penicillin  bougies. 

536.501  Penicillin-streptomycin  ointment; 

penicUlln  -  dlhydrostreptomycin 
ointment. 

536.502  Penicillin-streptomycin  bougies; 

peniclUln  -  dihydrostreptomycln 
bougies. 

536.503  PenicUlln-bacltrscln  ointment. 

536.504  Crystalline  penicillin  and  bacitracin. 

536 .505  PenicUlln  -  streptomycin  -  bacitracin 

ointment;  penlcillin-dlhydrostrep- 
tomycln-bacltracin  ointment;  pen¬ 
iclUln  -  streptomycin  -  bacitracin 
methylene  dlsallcylate  ointment; 
penicillin  -  dlhydrostreptomycin- 
bacitracln  methylene  dlsallcylate 
ointment. 

536.506  Penicillin-bacltracln-neomycln  oint¬ 

ment;  penlcillln-bacitracln-neo- 
mycln  In  oU. 


Sec. 

536.507  Procaine  penicUlln  and  benzathine 
penicUlln  O  in  streptomycin  sul¬ 
fate  solution;  procaine  penicUlln 
and  benzathine  penlclUin  Q  in 
dihydrostreptomycln  sulfate  solu¬ 
tion  (procaine  penicUlln  and 
benzathine  penicUlln  O  In  crys- 
taUlne  dihydrostreptomycln  sul¬ 
fate  solution) . 

536.508 .  Procaine  peniclUln  -  streptomycin- 
polymyxin  In  oU;  procaine  penlcU- 
•  lln  -  dihydrostreptomycln  -  poly¬ 
myxin  In  oU;  procaine  penlcUlln- 
streptomycln  -  polymyxin  oint¬ 
ment;  procaine  peniclUln-dlhydro- 
streptomycln  -  polymyxin  oint¬ 
ment. 

536.509  PenlclUln-streptomycin  -erythromy¬ 

cin  ointment;  penlcUlln-dlhydro- 
streptomycln-erythromycln  oint¬ 
ment. 

536.510  PeniclUln  -  tetracycline  phosphate 

complex-novobiocln-nystatln  cap- 
stUes. 

536 .5 1 1  PenicUlln  -  streptomycin  -  bacitracin 

methylene  dlsalicylate-neomycln 
ointment;  penicUlln-dlhydrostrep- 
tomycln-bacltracln  me12iylene  dl- 
salicylaite-neomycln  ointment. 

536.512  Procaine  peniclUln  O-novoblocin- 

neomycin-dlhydrostreptomycin  In 
oU. 

536.513  Streptomycin  /  dihydrostreptomycln 

for  inhalation  thenq>y. 

536.514  Streptomycin  sulfate/dlhydrostrep- 

tomycin  sulfate  <x«l  powder. 

536.515  I>ihydro6treptomycln  -  neomycin- 

polymyxin  aerosol  solution. 

536.516  Chlortetracycllne  -  neomycin -strep - 

tomycln/dihydrostreptomycln 
penicUlln  ointment;  tetracycline 
hydrochloride-neomycln-strepto  - 
mycin/dlhydrostreptomycln  peni¬ 
cillin  ointment. 

536.517  Calcium  chlortetracycUne-neomy- 

cin  sulfate  mastitis  suspension. 

536.518  Bacitracin-neomsrcln  In  oU. 

AuTHoarrr;  Sec.  507,  59  Stat.  463  as 
amended  (21  UB.C.  357) . 

§  S36.500  Penicillin  bouf;ies. 

(a)  Potency.  Proceed  as  directed  in 
S  440.180a(b)  (1)  of  this  chapter. 

(b)  Moisture.  Proceed  as  directed  in 
§  436.500(c)  of  this  chapter,  using  1.0 
to  2.0  grams  of  bougies  dissolved  in  10 
milliliters  of  dry  chloroform  if  it  con¬ 
tains  the  excipient  polyethylene  glycol. 
If  it  does  not  contain  the  excepient  poly¬ 
ethylene  glycol,  proceed  as  direct^  in 
§  440.80a(b)  (5)  (i)  of  this  chapter. 

§  536.501  Penicillin-streptomycin  oint¬ 
ment  ;  penicillin-dihydrostreplomycin 
ointment. 

(a)  Potency — (1)  Total  penicaUn  con¬ 
tent.  Proceed  as  directed  in  S  540.380a(b) 
(1)  or  §  440.80a(b)  (5)  (iv)  (a)  of  this 
chapter,  except  that  if  the  iodometric 
chemical  assay  described  in  S  440.80a(b) 
(5)  (iv)  (a)  of  this  chapter  is  used  pre¬ 
pare  the  sample  as  follows:  Accurately 
measure  two  representative  portions  of 
the  sample,  each  equivalent  to  about 
20,000  units.  Place  one  portion  in  a  cen¬ 
trifuge  tube  containing  10.0  milliliters  of 
1  percent  phosphate  buffer,  pH  6.0,  and 
10.0  milliliters  of  chloroform  for  each  5 
milliliters  or  grams  of  sample.  Shake  the 
tube  for  1  minute  and  centrifuge  to  ob¬ 
tain  a  substantially  clear  boiler  layer. 
Use  2.0  milliliters  of  this  solution  as  the 


blank.  Add  one  drop  of  1.2  N  HCl  to 
the  blank  ImmedlaU^  before  the  addi¬ 
tion  of  the  10.0  milliliters  of  0.01  N  L. 
Immediately  titrate  with  0.01  N  NuAJO*. 
Place  the  second  porticm  of  the  sample  in 
a  centrifuge  tube  containing  lO.O  millili¬ 
ters  of  1  N  NaHCOi  (previously  adjusted 
to  a  pH  of  9.3±0.2  with  1.0  N  NaOH)  and 
10.0  milliliters  of  chloroform  for  each  5 
milliliters  or  grams  of  sample.  Shake 
the  tube  for  1  minute  and  centrifuge 
to  obtain  a  substantially  clear  aqueous 
layer.  To  2.0  milliliters  of  the  aqueous 
layer,  add  2.0  mllllllteFS  of  1  N  NaOH 
and  allow  to  stand  for  15  minutes.  Add 
suflBcient  1.2  N  HCl  to  obtain  a  pH  of 
1.0,  then  add  10.0  rnlimiters  of  0.01  N  L. 
Allow  to  stand  for  15  minutes  and  then 
titrate  with  0.01  N  NaAO..  From  the 
titration  data  calculate  the  amount  of 
penicillin  in  the  sample.  Its  (Kmtent  of 
penicillin  is  satisfactory  if  it  contains  not 
less  than  85  percent  of  the  number  of 
units  that  it  is  represented  to  contain. 

(2)  Crystalline  sodium  penicillin  or 
potassium  penicillin  content — (1)  Direct 
method — (a)  Preparation  of  the  solution 
for  assay.  Accurately  measure  a  repre¬ 
sentative  portion  of  the  sample  equiva¬ 
lent  to  about  20,000  units  of  crystalline 
sodiiun  penicillin  or  potassium  penicillin 
and  place  it  in  a  centrifuge  tube  contain¬ 
ing  10.0  milliliters  of  20  percent  sodium 
sulfate  solution  and  10.0  milliliters  of 
chloroform  for  each  5  milliliters  or 
grams  of  sample.  Shake  the  tube  for  1 
minute  and  then  centrifuge  to  obtain  a 
substantially  clear  aqueous  layer.  This 
is  used  as  the  solution  for  assay. 

(b)  Iodometric  assay  for  total  penicil- 
Un  in  the  solution  for  assay.  Determine 
the  quantity  of  penicillin  in  the  solution 
for  assay  by  the  iodometric  assay  proce¬ 
dure  described  in  S  440.80a(b)  (5)  (iv) 

(a)  ,  of  this  chapter. 

(c)  Colorimetric  determination  of  pro¬ 
caine  penicillin  in  the  solution  for  assay. 
(I)  If  the  sample  does  not  contain  sul¬ 
fonamides,  determine  the  procaine  peni¬ 
cillin  in  the  solution  for  assay  by  the 
colorimetric  procedure  described  in 
§  436.503(b)  (3)  of  this  chapter. 

(2)  If  the  sample  contains  sulfona¬ 
mides,  proceed  as  follows:  Place  10.0 
milliliters  of  the  solution  for  assay  in  a 
separatory  funnel  cemtaining  2  milli- 
Uters  of  1  N  NaOH  and  10.0  miUlUters  of 
chloroform  and  shake  for  1  minute.  Al¬ 
low  the  layers  to  separate  and  collect  the 
lower  chloroform  layer  in  a  cylinder 
containing  10.0  milliliters  of  4  N  HCL 
Shake  for  1  minute  and  allow  the  layers 
to  separate.  Using  the  upper  add  layer 
as  the  solution  for  assay,  determine  the 
procaine  penicillin  content  by  the  colori¬ 
metric  procedure  described  in  §  436.503 

(b) (3)  of  this  chapter  . 

(d)  Hie  content  of  ciystalllne  sodium 
or  potassium  penicillin  in  the  sample  is 
calculated  as  follows: 

A=(B-0)F 

whan: 

A=eryitalllxi«  sodium  penicillin  or  po- 
♦sisliim  penicillin  content  of  the 
aemple. 

Bsftotal  niimber  of  unite  of  poiiclllln  par 
milliliter  as  determined  In  paragra^ 
(a)  (2)  (1)  (b)  of  this  section. 
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Osnumber  of  unite  of  proooln*  penloUUn 
per  mUlUlter  as  determined  In  para¬ 
graph  (a)  (2)  (1)  (c)  of  this  section. 
*  F=»pptopitlnU  dilution  taotor  depending 
on  the  dUtttton  mad*  In  the  pnpara- 
tton  of  til*  solution  for  aamy  and  tb* 
■la*  of  th*  representatlT*  portion  of 
th*  aampl*  tested. 

(11)  Indirect  method.  The  content  of 
crystalline  sodium  or  potassium  penicil¬ 
lin  Is  the  difference  between  the  total 
penicillin  content  determined  in  para¬ 
graph  (a)(1)  of  this  section  and  the 
procaine  penicillin  determined  in 
paragraph  (a)  (3)  (i)  of  this  secticm.  Its 
content  of  crystalline  sodium  penicillin 
or  potassium  penicillin  is  satisfactory  if 
it  ccmtaliu  not  less  than  85  percent  of  the 
number  of  units  that  it  is  represented  to 
contain. 

(3)  Procaine  penicilUn  content — (1) 
Direct  method.  Using  the  stock  solution 
prepared  for  bioassay  in  paragraph  (a) 

(1)  of  this  section,  determine  the  pro¬ 
caine  penicillin  content  colorlmetrlcally 
as  directed  in  paragraph  (a)  (2)  (i)  (c) 

(2)  of  this  section. 

(11)  Indirect  method.  The  procaine 
penicillin  content  of  the  sample  is  the 
difference  between  the  total  penicillin 
content  determined  in  paragraph  (a)(1) 
of  this  section  and  the  crystalline 
sodium  penicillin  or  potassium  penicillin 
content  determined  in  paragrai^  (a)  (2) 
of  this  section.  Its  content  of  pro¬ 
caine  penicillin  is  satisfactory  if  it  c<m- 
tains  not  less  than  85  percent  of  the 
number  of  units  that  it  is  represented 
to  contain. 

(4)  Streptomycin  content.  Proceed 
as  directed  in  §  444.70a(b)  (1)  of  this 
chapter,  except  paragraph  <b)  (1)  (xi) 
of  that  section,  and  in  lieu  of  the  direc¬ 
tions  in  i  444.70a(b)  (1)  (V)  and  (x)(c), 
test  a  representative  portion  of  the 
sample  (usually  approximately  1  gram, 
accurately  weighed)  or  the  entire  con¬ 
tents  of  a  single-dose  container  prepared 
by  one  of  the  following  methods: 

(D  To  OMMay  by  the  cup-plate  method. 
Use  either  extractkm  or  blending. 

(a)  Extraction.  Place  the  sample  in 
a  separatory  funnel  coitaining  approxi- 
mataly  50  milliliters  of  peroxide-tree 
ettier.  If  the  sample  consists  of  sub¬ 
stantially  more  than  1  gram,  use  100 
milliliters  of  ether.  Shake  the  sample 
and  ether  until  homogeneous.  Add  20 
milliliters  of  0.1  M  potassium  phosphate 
buffer,  pH  8.0.  and  shake.  If  the  sample 
consists  of  substantially  more  than  1 
gram,  use  50  milliliters  of  buffer.  Allow 
the  layers  to  separate.  Remove  the  buff¬ 
er  layer  and  repeat  the  extraction  with 
new  portions  of  buffer  at  least  three 
times  and  any  additional  times  necessary 
to  ensure  complete  extraction  of  the 
antibiotic.  Combine  the  extractives  and 
make  up  to  an  appropriate  measured 
volume  with  buffer.  TO  a  suitable  ali¬ 
quot  add  sufficient  penicillinase  and  let 
stand  for  30  minutes  at  37*  C.  to  inac¬ 
tivate  the  penicillin.  After  inactivation, 
make  the  proper  estimated  dilution  with 
buffer  at  pH  8.0. 

(b)  Blending.  Place  the  sample  in  a 
blending  Jar  containing  1.0  milliliter  of 
10-percent  aqueous  solution  of  polysor- 
bate  80  and  sufficient  0.1  M  potassium 


phosphate  buffer,  pH  8.0,  to  give  a  final 
volume  of  500  milliliters.  Using  a  high¬ 
speed  blender,  blend  the  mixture  for  3 
minutes.  To  a  suitable  aliquot,  add  suffi¬ 
cient  penicillinase  ami  lei  stand  for  30 
minutes  at  87*  C.  to  inactivate  the  peni¬ 
cillin.  After  inactivation,  make  the 
proper  estimated  dilutions  with  buffer  at 
pH  8.0. 

(il)  To  assay  by  the  turbidimetric 
method.  Place  the  sample  in  a  separa¬ 
tory  funnd  containing  approximately  50 
milliliters  of  poxudde-free  ether.  If  the 
samide  consists  of  substantially  more 
than  1  gram,  use  100  milliliters  of  ether. 
Shake  the  sample  and  ether  until  homo¬ 
geneous.  Add  20  milUlrters  of  distilled 
water,  and  shake.  If  the  sample  con¬ 
sists  of  substantially  more  than  1  gram, 
use  50  milliliters  of  water.  Allow  the 
layers  to  separate.  Remove  the  aqueous 
layer  and  repeat  the  extractimi  with  new 
portions  of  water  at  least  three  times 
and  any  additional  times  necessary  to 
ensure  comidete  extraction  of  the  anti- 
Motia  Combine  the  extractives,  and 
make  to  an  appropriate  measured  vol¬ 
ume  with  water.  Remove  the  aliquot 
and,  if  the  ratio  of  the  content  of  p^- 
dllln  to  the  content  of  streptomycin  is 
equal  to  or  greater  than  one  unit  for  each 
microgram,  add  sufficient  penicillinase 
and  let  stand  for  30  minutes  at  37*  C.  to 
inactivate  the  'penicillin.  lAake  the 
proper  estimated  dilutions  with  distilled 
water.  Its  content  of  streptomycin  is 
satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
that  it  is  represented  to  contain. 

(5)  Dthydroetreptomyctn  content . 
Proceed  as  directed  in  paragraph  (a)  (4) 
of  this  section,  using  the  dihydro¬ 
streptomycin  working  standard  as  a 
standard  of  comparison.  Its  content  of 
dlhydrostreptomycin  is  satisfactmy  if  it 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  per  gram  of  oint¬ 
ment  that  it  is  represented  to  contain. 

(b)  Moisture.  Proceed  as  directed  in 
§  540.380a(b)  (2)  of  this  chapter. 

§  536.5A2  Penicillin -streptomycin  bou¬ 
gies;  penirillin-dihydrostreptoraycin 
bougies. 

(a)  Potency — (1)  PenicUJin  content. 
Proceed  as  directed  in  §  440.180a(b)  (1) 
of  this  chapter,  except  the  last  sentence 
of  that  paragraph.  Its  cOntent  of  peni¬ 
cillin  is  satisfactory  if  it  contains  not 
less  than  85  i>ercent  of  the  number  of 
units  that  it  is  represented  to  contain. 

(2)  Streptomycin  content.  Using  12 
bougies,  proceed  as  directed  in  §  444.70a 
(b)(1)  of  this  chapter,  except  paragraph 
(b)(1)  (xi)  of  that  sectimi,  and  if  the 
cup-plate  method  is  used,  use  potassium 
phosphate  buffer  (pH  7.8-8.0)  for  dis¬ 
solving  the  sample  in  lieu  of  sterile  dis¬ 
tilled  water  as  directed  in  S  444.70a (b) 
(1)  (v)  of  this  chapter  and  add  sufficient 
penicillinase  to  the  solution  imder  test  to 
completely  Inactivate  the  penicillin 
present.  If  the  turbidimetric  method  is 
used,  inactivation  with  penicillinase  is 
not  necessary  unless  the  ratio  of  the 
content  of  penicillin  to  the  content  of 
streptomycin  is  equal  to  or  greater  than 
1.0  imit  for  each  microgram.  Its  content 


of  sterptomycln  is  satisfactory  If  it  con¬ 
tains  not  less  than  85  percent  of<  the 
number  of  milligrams  that  It  is  repre¬ 
sented  to  contain. 

(3)  Dihydrostreptomycin  content. 
Proceed  as  directed  in  paragraph  (a)  (2) 
of  this  section,  using  the  dihydro- 
streptomydn  working  standaid  m  a 
standard  of  comparison.  Its  cmitMit  of 
dlhydrostreptomycin  is  satisfactory  If  it 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  it  is  represented 
to  contain. 

(b)  Moisture.  Proceed  as  directed  in 
§536.S00(b). 

§  536.503  Penicillin-bacitracin  oint¬ 
ment. 

The  requirements  for  certification  and 
the  tests  and  methods  of  assay  for  peni¬ 
cillin-bacitracin  ointment  are  described 
imder  9  436.504  of  this  chapter. 

§  536.504  Crystalline  penicillin  and 
bacitracin. 

The  requirements  for  certification  and 
the  tests  and  methods  of  assay  for  crys¬ 
talline  penicillin  and  bacitracin  are  de¬ 
scribed  under  9  440.280c  of  this  chapter. 

§  536.505  Penicillin-streptomycin-baci¬ 
tracin  ointment;  penicillin-dihydro- 
streptomycin-bacitracin  ointment; 
penicillin  -  streptomycin  -  bacitracin 
methylene  disalicylate  ointment;  pen. 
icillin  -  dihydrostreptomycin-bacitra¬ 
cin  methylene  disalicylate  ointment. 

The  requirements  for  certification  and 
the  tests  and  methods  of  assay  for  peni¬ 
cillin  -  streptomycin  -  bacitracin  oint¬ 
ment;  penicillin  dlhydrostreptomycln- 
bacitracln  ointment:  penlcUlln-strepto- 
mycin-bacitracin  methylene  dlsallcylate 
ointment;  penicillin-dihydrostreptomy- 
cln-bacitracin  methylene  dlsallcylate 
ointment  are  described  under  9  436.505 
of  this  chapter. 

§  536.506  Penicillin -bacitracin -neomy¬ 
cin  ointment ;  penieillin-bacitracin- 
neomycin  in  oiL 

The  requirements  for  certification  and 
the  tests  and  methods  of  assay  for  penl- 
cillin-bacitracin-neomycin  ointment; 
penicillin-bacitracin-neomycin  in  oil  are 
described  imder  9  436.508  of  this  chapter. 

§  536.507  Procaine  penicillin  and  benza¬ 
thine  penicillin  C  in  streptomycin 
sulfate  solution;  procaine  penicillin 
and  benzathine  penicillin  C  in  dihy- 
drostreptomycin  sulfate  solution 
(procaine  penicillin  and  benzathine 
penicillin  C  in  crystalline  dihydro¬ 
streptomycin  sulfate  solution). 

(a)  Potency — (1)  Total  potency  and 
procaine  penicillin  content.  Proceed  as 
directed  in  9  436.507(a)  (1)  and  (2), 
except  that  in  the  lodometrlc  assay  one 
drop  of  1.2  N  HCfi  Is  added  to  the  blank 
Immediately,  before  the  addition  of  the 
0.01  N  iodine. 

(2)  Bemathine  penicillin  O  content. 
The  difference  between  the  total  penicil¬ 
lin  potency  and  the  procaine  p^clllln 
content  determined  under  paragraph  (a) 

( 1 )  of  this  section  represents  the 
benzathine  penicillin  O  content.  The 
benzathine  penicillin  O  content  is  satis¬ 
factory  If  It  Is  not  less  than  85  percent 
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of  that  which  it  is  represented  to  con¬ 
tain. 

(3)  Streptomycin  content.  Proceed 
as  directed  in  §  444.70a(b)(l)  (x)  and 
(xi)  of  this  chapter. 

<4)  Dihydrostreptomydn  content. 
Proceed  as  directed  in  S  444.10a(b)  (1)  of 
this  chm>ter. 

(b)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the  method 
described  in  paragraph  (e)(2)  of  that 
section,  except  use  medium  C  in  lieu  of 
medium  A.  and  medium  F  in  lieu  of 
medium  E.  During  the  period  of  incu¬ 
bation,  shake  the  tubes  at  least  once 
daily. 

(c)  Toxicity.  Proceed  as  directed  in 
§  540.250(b)  (3)  of  this  chapter. 

(d)  Pyrogens.  Proceed  as  directed  in 
§  540.250(b)  (4)  of  this  chapter. 

(e)  pH.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (ii)  of  this  chspter,  using 
the  undiluted  aqueous  suspension. 

§  536.508  Procaine  penicillin -strepto- 
mycin-poiymyxin  in  oU;  procaine  i 
penicillin  -dihydrostreptoniycin  •  poly¬ 
myxin  in  oil;  procaine  penicillin- 
streptomycin-polymyxin  ointment ; 
procaine  penicillin-dihydrostrepto- 
mycin-polymjrxin  ointment. 

The  requirements  for  certification  and 
the  tests  and  methods  of  assay  for  pro¬ 
caine  penicillin-streptomycin-polym^n 
in  oil;  procaine  penicillin-dihydrostrep- 
tomycin-polymyxin  in  oil;  procaine  peni- 
cillin-streptomycin-polym^n  ointment; 
procaine  padcillin-dlhydrostr^tomycin- 
polymyxin  ointment  are  described  under 
§  436.509  of  this  chapter. 

§  536.509  Penicillin -streptomycin -ery¬ 
thromycin  ointment;  penicillin-dihy- 
drostreptomycin-erythrcMnycin  oint¬ 
ment. 

The  requirements  for  certification  and 
the  tests  and  methods  of  assay  for 
penicillin  -  streptomycin  -  erythromycin 
ointment;  penicillin-dihydrostreptomy- 
cin-erythromycin  ointment  are  de¬ 
scribed  under  S  436.510  of  this  chapter. 

§  536.510  Penicillin-tetracycline  phos¬ 
phate  complex  -  novobiocin-nystatin 
capsules. 

(a)  Potency — (1)  Penicillin  content. 
Proceed  as  directed  in  §  440.180d(b)(l) 
(i)  (a) ,  except  in  lieu  of  the  directions 
prescribed  in  !  440.180d(b)  (1)  (i)  (a)  (1) 
of  this  chapter,  prepare  the.  stock  solu¬ 
tion  by  blending  3  capsules  in  100  milli¬ 
liters  of  potassium  phosphate  buffer,  pH 
8.0,  tising  a  glass  jar  and  a  high-speed 
blender.  Its  penicillin  content  is  satisfac¬ 
tory  if  it  contains  not  less  than  85  per¬ 
cent  of  the  number  of  units  that  it  is 
represented  to  contain. 

(2)  Novobiocin  content.  Use  a  suitable 
aliquot  of  the  stock  solution  prepared  as 
directed  in  paragraph  (a)  (1)  of  this 
section  and  proceed  as  directed  in 
§  440.180d(b)  (1)  (ii)  of  this  chapter.  Its 
content  of  novobiocin  is  satisfactory  if 
it  contains  not  less  than  85  percent  of  the 
number  of  milligrams  that  it  is  repre¬ 
sented  to  contain. 

(3)  Tetracycline  phosphate  complex 
content.  Proceed  as  directed  in 
§  436.515(a)  (1)  of  this  chapter.  Its  po¬ 


tency  is  satisfactory  if  it  contains  the 
equivalent  of  not  less  than  85  percent  of 
the  number  of  milligrams  of  tetracycline 
hydrochloride  that  it  is  represented  to 
contain. 

(4)  Nystatin  content.  Proceed  as 
directed  in  §  446.181b(b)  (1)  (i)  (b)  of  this 
chi^iter.  Its  nystatin  content  is  satis¬ 
factory  if  it  contains  not  leas  than  85 
percent  of  the  munber  of  units  that  it  is 
represented  to  contain. 

(b)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (i)  of  this  chapter. 

§  536.511  Penicillin -Atreplomycin- baci¬ 
tracin  methylene  diMlicj^ate-neomy- 
cin  ointment ;  penicUlin-dihydro- 
streptomycin  -  bacitracin  methylene 
disalicylate-neomycin  ointment. 

The  requirements^or  certification  and 
the  tests  and  methods  of  assay  for  peni¬ 
cillin-streptomycin-bacitracin  methyl¬ 
ene  disalicylate-neomycin  ointment: 
penicillin  -dihydrostreptcHnycin-bacitra- 
cin  methylene  disalicylateneomycin 
ointment  are  described  tmder  §  436.511 
of  this  chapter. 

§  536.512  Procaine  penicillin  C-novo- 
biocin  -  neomycin  -  dihydrostrepto  - 
mycin  in  oil. 

The  requirements  for  certification  and 
the  tests  and  meUuxis  of  assay  for  pro¬ 
caine  penicillin  Q-novobiocin-neomy- 
cin-dihydrostreptomycin  in  oil  are  de¬ 
scribed  under  S  436.512  of  this  chapter. 

§  536.513  Streptomycin /dihydrostrepto¬ 
mycin  for  inhalation  therapy. 

(a)  Potency — (1)  Streptomycin  con¬ 
tent.  Proceed  as  directed  in  i  444.70a(b) 
(1)  of  this  chapter,  except  if  it  is  pack¬ 
aged  with  inert  gases  proceed  as  follows: 
Use  not  less  than  6  immediate  contain¬ 
ers.  Place  one-half  the  number  of  such 
containers  in  a  suitable  sharp  freezing 
unit  having  a  temperature  not  higher 
than  —30“  C.  After  freezing,  cut  (H>en  the 
containers  and  transfer  the  contents  of 
each  to  a  suitable  beaker  and  allow 
gas  to  evaporate.  After  gas  has  evi^- 
rated,  wash  and  ry  the  residue  remain¬ 
ing  in  the  container  into  the  beedcer  with 
sterile  distilled  water,  aftm*  which  wash 
the  entire  contents  of  the  beaker  into  a 
500-milliliter  volumetric  flask  and  make 
to  mark  with  sterile  distilled  water. 
Use  an  appropriate  aliquot  of  each  of 
these  solutions  and  proceed  as  directed 
in  §  444.70a(b)  (1)  of  this  chapter  to 
determine  the  average  total  quantity  of 
streptomycin  in  each  container.  Expel 
the  drug  from  each  of  the  remaining 
containers  as  directed  in  its  labeling. 
After  all  gas  (with  drug)  has  been  ex¬ 
pelled,  cut  open  the  contaln«s  and  place 
each  in  a  large  beaker  containing  500 
milliliters  of  sterile  distilled  water.  Let 
stand  for  not  less  than  15  minutes,  with 
frequent  agitation.  Remove  an  aliquot 
and  proceed  as  directed  in  S  444.70a  (b) 
(1)  of  this  chapter,  to  determine  the 
quantity  of  streptomycin  that  remains 
in  each  container.  The  quantity  of  strep¬ 
tomycin  expelled  is  determined  by  sub¬ 
tracting  the  average  amount  of  the  resi¬ 
due  found  from  the  average  total  amount 
contained  in  the  containers.  Its  potency 
is  satisfactory  if  it  contains  not  less  than 


90  percent,  or  85  percent  if  it  is  packaged 
with  inert  gases,  of  the  number  of  milli¬ 
grams  of  streptomycin  that  it  is  repre¬ 
sented  to  contain. 

(2)  Dihydrostreptomycin  content. 
Proceed  as  directed  in  paragraph  (a)  (1) 
of  this  section,  except  use  the  dihy- 
drostreptomycin  working  standard  as  a 
standard  of  comparison.  Its  potency  is 
satisfactory  if  it  contains  not  less  than 
90  percent,  or  85  percent  if  it  is  packaged 
with  Insert  gases,  of  the  number  of  milli¬ 
grams  of  dlhydrostreptomycln  that  it  Is 
represented  to  contain. 

(b)  Unless  it  is  packaged  with  inert 
gases,  toxicity,  histamine,  moisture,  pH, 
streptomycin  content  (if  it  is  dihydro¬ 
streptomycin)  ,  crystallinity  (if  it  is 
crystalline  dihydrostreptomycln) .  Pro¬ 
ceed  as  directed  in  §§  444.10a(b)  (2), 
444.70a(b)(3),  (5),  and  (6),  and  440.80a 

(b)  (5)  (ill)  of  this  chapter. 

(c)  If  it  is  packaged  with  inert  gases, 
moisture.  Proceed  as  directed  in  S  436.500 

(c)  of  this  chapter,  but  in  lieu  of  the 
directions  for  preparing  the  sample  In 
§  436.500(c)  (3)  of  this  chapter  prepare 
the  sample  and  calculate  as  follows: 
Freeze  the  container  as  described  in  par¬ 
agraph  (a)  of  this  section.  .After  freest 
Ing,  open  the  container  and  remove  a 
representative  10-mllllllter  aliquot. 
Place  this  sample  in  a  dry  titrating  ves¬ 
sel.  immediate  add  an  excess  of  Karl 
Fischer  reagent,  and  back-titrate  with 
water-methanol  solution  until  the  end¬ 
point  is  reached. 


Peromt  moUtur«= 


{v,-VJ)xe 

100 


§  536.514  Streptomycin  sulfate/dihy- 
drostreptomycin  sulfate  oral  powder. 

(a)  Potency — (1)  Total  potency. 
Using  the  dihydrostreptomyoln  working 
standard  as  the  standard  of  comparison, 
proceed  as  directed  in  §  444.70a(b)  (1) 
(x)  of  this  chapter.  Its  total  potency  is 
satisfactory  if  it  contains  not  less  than 
90  percent  of  the  combined  number  of 
milligrams  of  streptomycin  and  dihydro¬ 
streptomycin  that  it  is  represented  to 
contain. 

(2)  Streptomycin  content.  Proceed  as 
directed  in  §  544.21  lb(b)  (2)  of  this 
chapter.  Its  content  of  streptomycin  is 
satisfactory  if  it  contains  not  less  than 
45  percent  and  not  more  than  55  per¬ 
cent  of  the  total  potency  as  determined 
under  paragraph  (a)  (1)  of  this  section. 

(b)  Moisture.  Using  a  1-gram  sample, 
proceed  as  directed  in  §  440.80a(b)  (5) 
(i)  of  this  chapter. 

§  536.515  Dihydrostreptomycin  •  neomy- 
cimpolymyxin  aerosol  solution. 

(a)  Potency.  (1)  Using  a  separate 
graduate  for  each  ccmtainer  to  be  tested, 
eject  the  mug  as  directed  in  its  labeling. 
Measure  the  volume  of  each  dose  until 
the  total  contents  are  expelled.  Remove 
iqipropriate  aliquots  and  proceed  as 
follows: 

(1)  Dihydrostreptomycin  content. 
Using  the  dlhydrostreptomycin  working 
standard  as  the  standard  of  comparison, 
proceed  as  directed  in  §  444.70a(b)(l) 
(i)  through  (ix)  of  this  chapter.  Its  con¬ 
tent  of  dihydrostreptomycln  is  satisfac- 
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tory  if  It  contains  not  less  than  85  per> 
cent  of  the  number  of  milligrams  that  it 
is  represented  to  contain. 

(il)  Neomycin  content.  Its  content  of 
neomycin  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  number 
of  milligrams  that  it  is  represented  to 
contain. 

(ill)  Polymyxin  content.  Its  content  of 
polymyxin  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  number 
of  units  that  it  is  represented  to  Contain. 

(b)  pH.  Using  the  undiluted  solution, 
proceed  as  directed  in  S  440.80a(b)  (5) 
(ii)  of  this  chapter. 

§  536.516  Chlortetracycline  •  neomycin- 
streptomycin  /  dihydrostreptomycin 
penicillin  ointment;  tetracycline  hy¬ 
drochloride  -neomycin-streptomycin/ 
dihydrostreptomycin  penicillin  oint¬ 
ment. 

(a)  Potency — (1)  PenicUUn  content. 
Place  an  accurately  weighed  sample  of 
approximately  1  gram  in  an  extraction 
funnel  prepared  by  fusing  a  ground-glass 
joint  to  the  top  of  a  medium-porosity 
sintered-glass  filter  funnel  (SO-milll- 
meter  diameter).  Wash  with  five  10- 
milliliter  portions  of  warm  iso-octane 
and  draw  off  the  ointment  base  under 
vacuum.  Discard  the  iso-octane  wash¬ 
ings.  Wash  the  residue  with  three  10- 
mllliliter  portions  of  chloroform  and 
draw  off  under  vacuum,  comUne  the  ex¬ 
tracts.  and  make  to  mark  in  a  250-milli- 
liter  volumetric  flask  with  absolute  alco¬ 
hol.  Make  the  proper  estimated  dilutions 
in  1-percent  phosphate  buffer,  at  pH  6.0, 
and  proceed  as  directed  in  S  440.80a  (b) 

(1)  of  this  chapter.  Its  content  of  peni¬ 
cillin  is  satisfactory  if  it  contains  not  less 
than  85  percent  of  the  number  of  \mits 
per  gram  of  ointment  that  it  is  repre¬ 
sented  to  contain. 

(2)  ChlortetracycUne  content.  Wash 
the  residue  in  the  funnel  four  times  with 
lO-miUlUter  portions  of  0.3  percent  pi¬ 
peridine  in  acetone  solution.  Withdraw 
each  washing  imder  vacuum.  Combine 
the  four  washings  in  a  100-mllllliter  vol¬ 
umetric  flask  and  make  to  mark  with  0.1 
If  moQopotasslum  phosphate  buffer,  pH 
4.5.  Hie  sample  may  also  be  prepa^ 
by  placing  a  representative  portion  (usu¬ 
ally  1.0  gram,  accurately  weighed)  in  a 
glass  bloidlng  jar  containing  199  milli¬ 
liters  of  0.01  N  HCl  and  1.0  milliliter  of 
polysorbate  80.  Using  a  high-speed 
blender,  blend  the  mixture  for  2  to  3 
minutes  and  make  proper  estimated  dilu¬ 
tions  in  0.1  M  monopotassium  phosphate 
buffer.  pH  4A,  adding  sufllclent  penicil¬ 
linase  to  inactivate  the  penicillin.  Pro¬ 
ceed  as  directed  in  S  446.10a(b)  (1)  (viii) 
of  this  chapter.  Its  content  of  chlortet¬ 
racycline  is  satisfactory  if  it  contains  not 
less  than  85  percent  of  the  number  of 
milligrams  per  gram  that  it  is  repre¬ 
sented  to  contain. 

(3)  Tetracycline  hydrochloride  con¬ 
tent.  Prepare  the  sample  as  directed  in 
paragraph  (a)  (2)  of  this  section  and 
proceed  as  directed  in  9  446.81a(b)  of 
this  chapter.  Its  content  of  tetracycline 
hydrochloride  is  satisfactory  if  it  con¬ 
tains  not  less  than  85  percent  of  the 
niunber  of  milligrams  per  gram  of  oint¬ 
ment  that  it  is  represented  to  contain. 


(4)  Neomycin  content.  The  residue 
remaining  In  the  funnel  after  the  extrac¬ 
tion  described  in  paragraph  (a)  (2)  of 
this  section  contains  the  neomycin  and 
streptomycin  or  dihydrostreptomycin. 
Wash  this  residue  five  times,  using 
lO-mlUlUter  aliquots  of  0.1  M  phosphate 
buffer.  pH  8.0,  drawing  each  washing  off 
under  vacuum.  Combine  the  washings 
in  a  100-mlllillter  volumetric  flask  and 
make  to  mark  with  0.1  M  phosphate 
buffer,  pH  8.0.  Using  an  aliquot  of  this 
aqueous  solution,  proceed  as  directed  in 
9  436.105  of  this  chapter.  The  content 
of  neomycin  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  number 
of  milligrams  per  gram  of  ointment  that 
it  is  represent^  to  contain. 

(5)  Streptomycin  content.  Using  an 
aliquot  of  the  aqueous  solution  prepared 
in  paragraph  (a)  (4)  of  this  section, 
proceed  as  directed  in  9  444.70a(b)  (1) 
(1)  through  (ix)  of  this  chapter.  The  con¬ 
tent  of  streptomycin  Is  satisfactory  If  It 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  per  gram  of  oint¬ 
ment  that  It  is  represented  to  contain. 

(6)  Dihydrostreptomyctn  content. 
Using  an  aliquot  of  the  aqueous  solution 
prepared  in  p>aragraph  (a)  (4)  of  this 
section,  and  the  dihydrostreptomycin 
woiicing  standard  as  a  standard  of  com¬ 
parison,  proceed  as  directed  in  9  444.70a 
(b)(1)  (i)  through  (ix)  of  this  chapter. 
The  content  of  dihydrostreptomycin  is 
satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
per  gram  of  ointment  that  it  is  repre¬ 
sented  to  contain. 

(b)  Moisture.  Proceed  as  directed  In 

9  540.380a(b)  (2)  of  this  chapter. 

§  536.517  Calcium  chlortetracyclinc- 
neoraycin  sulfate  mastitis  suspension. 

(a)  Potency — (1)  ChlortetracycUne 
content.  Proceed  as  directed  in  9  446.10a' 
(b)(1)  (viil)  of  this  chapter,  except 
prepare  the  sample  as  follows:  Dis¬ 
charge  a  dose  of  the  product  com¬ 
pletely  into  a  glass  blending  jar.  Add 
sufllclent  O.OIN  hydrochloric  acid  to  give 
a  total  volume  of  500  milliliters.  Using  a 
high-speed  blender,  blend  the  mixture 
for  2  to  3  minutes.  Dilute  an  aliquot  with 
O.IM  phosphate  buffer,  pH  4.5,  to  the 
proper  prcNScrlbed  reference  concentra¬ 
tion.  Hie  chlortetracycline  content  of  » 
single  dose  is  satisfactory  If  it  Is  equiva¬ 
lent  to  not  less  than  90  percent  and  not 
more  than  125  percent  of  the  number  of 
milligrams  of  chlortetracydlne  hydro¬ 
chloride  that  It  Is  represented  to  contain. 

(2)  Neomycin  content.  Proceed  as  di¬ 
rected  in  9  444.42a(b)  (1)  (1)  of  this  chap¬ 
ter.  except  prepare  the  sample  as  follows: 
Discharge  a  dose  of  the  product  com¬ 
pletely  into  a  glass  bloidlng  jar.  Add 
sufllclent  O.lAf  potassium  phofi>hate  buf¬ 
fer,  pH  8.0,  to  give  a  total  of  500  milli¬ 
liters.  Using  a  high-speed  blender,  blend 
the  mixture  for  2  to  3  minutes.  Dilute 
an  aliquot  with  O.llf  potassium  phos¬ 
phate  buffer,  pH  8.0,  to  the  proper  ptre- 
soribed  reference  concentration.  The 
neomycin  content  of  a  single  dose  Is 
satisfactory  If  It  Is  not  less  than  90  per¬ 
cent  and  not  more  than  125  percent  of 
the  number  of  milligrams  of  neraiycln 
that  It  Is  represented  to  contain. 


(b)  Moisture.  Proceed  as  directed  in 
9  540.380a(b)  (2)  of  this  chapter. 

§  536.518  Bacitracin-neomycin  in  oil. 

(a)  Potency — (1)  BacUraetn  content. 
Proceed  as  directed  in  9  448.510a(b)  (1) 
of  this  chapter.  Its  content  of  bacitracin 
is  satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  units  per 
milliliter  that  it  is  represented  to  con¬ 
tain. 

(2)  Neomycin  content.  PrQ;>are  the 
sample  as  directed  in  9  540.380a(b)  (1)  of 
this  chapter,  except  in  lieu  of  1  ptercent 
potassium  phosphate  buffer  use  0.10  M 
potassium  phosphate  buffer  (pH  7.8-8.0) 
and  proce^  as  directed  in  9  436.517(b) 
(1)  of  this  chapter.  Its  content  of  neixny- 
cin  is  satisfactory  if  it  contains  not  less 
than  85  percent  of  the  number  of  milli¬ 
grams  that  it  is  represented  to  ccmtain. 

(b)  Moisture.  Proceed  as  directed  In 
9  540.380a(b)  (2)  of  this  chapter. 


PART  539— BULK  ANTIBIOTIC  DRUGS 
SUBJECT  TO  CERTIFICATION 

Subpart  A — [RaMrvad] 

Subpart  B — Bulk  Provislona  for  OilMMccarMo 
Antibiotic  Drugs  for  Animal  Usa 

Sec, 

639.170  Streptomycin  stUtate  vetM’lnary 
grade;  dlbydrostreptomycin  sul¬ 
fate  veterinary  grade;  dUiydro- 
str^tomydn  hydrochlortde  vet¬ 
erinary  grade. 

Subpart  C — Bulk  Proviaiotta  for  Tetracycline 
Antibiotic  Druga  for  Animal  Uae 

639.210  ChlortetracycUne  bulk  provisions. 
639.210a  CXilortetracycllne. 

539.210b  Chlortetracycline  bisulfate. 

Subpart  D — Bulk  Proviaiona  for  Peptide 
Antiblotica  for  Animal  Um 

539.310  Bacltradn  methylene  dlsallcylate. 

Authoritt:  Sec.  607,  69  Stat.  463  aa 
amended  (21  U.S.C.  357). 

Subpart  A — [Reserved] 

Subpart  B — Bulk  Provisions  for  Oligosac- 
caride  Antibiotic  Drugs  for  ^imai 
Use 

§  539.170  Streptomycin  sulfate  veteri¬ 
nary  grade;  dihydroetreptomycin 
sulfate  veterinary  grade;  dihydro- 
streptomycin  hydrochloride  veteri¬ 
nary  grade. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength,  qual¬ 
ity.  and  purity.  Streptomycin  sulfate 
veterinary  grade  Is  the  sulfate  salt  of  a 
kind  of  streptomycin  or  a  mixture  of  two 
or  more  such  salts.  Dihydrostreptomy- 
cin  sulfate  veterinary  grade  and  dihsrdro- 
streptomycin  hydrochloride  veterinary 
grade  are  the  hydrogenated  sulfate  or 
hydrochloride  salt  of  a  kind  of  strepto¬ 
mycin  or  a  mixture  of  two  or  more  such 
salts.  Each  such  drug  may  contain  a  suit¬ 
able  and  harmless  lubricant.  Each  such 
drug  is  so  purified  and  dried  that: 

(i)  Its  potency  is  not  less  than  450 
micrograms  per  milligram. 

(ii)  It  is  nontoxic. 

(Ul)  Its  moisture  content  is  not  more 
than  14.0  percent. 

(iv)  Its  pH  in  aqueous  solution  of  0.2 
gram  per  milliliter  is  not  less  than  3.0 
and  not  more  than  7.0. 
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(v)  If  it  is  dihydrostreptomycin  sul¬ 
fate  veterinary  grade  or  dihydrostrepto- . 
mycin  hydrochloride  veterinary  grade,  its 
content  of  streptomycin  is  not  more  than 
5  percent  whm  calculated  as  streptomy¬ 
cin  base. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  oOTteinera  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.  The 
compoMBltion  of  the  Immediate  oontainer 
shall  be  such  as  will  not  cause  any  change 
in  the  strength,  quality,  or  purity  of  the 
contents  b^ood  any  limit  therefor  in 
applicaUe  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidaUe  in  good  padcaging,  storage, 
and  dlstributimi  practice  shall  be  dis¬ 
regarded. 

(3)  LabeUng.  Each  package  shall 
bear  on  its  outside  wraiver  or  container 
and  the  immediate  container: 

(i)  The  batch  mark. 

(ii)  The  number  (rf  milligrams  of 
streptomycin  or  dihydrostreptomycin 
per  gram  and  the  number  of  grams  of 
the  drug  in  the  immediate  container; 
and  if  the  batch  contains  a  lubricant,  the 
name  of  such  ingredient. 

(iii)  The  statement  “Elxpiration 

date _ ”,  the  blank  being  filled 

in  with  the  date  whidi  is  36  months 
after  the  month  during  which  the  batch 
was  certified,  except  that  the  Uank  may 
be  filled  In  with  the  date  that  is  48 
months  or  60  months  aftar  the  month 
during  vriiidi  the  batch  was  certified  if 
the  pencm  who  requests  certiflcation  has 
submitted  to  the  Commissioner  results  of 
tests  and  assays  showing  that  after  hav¬ 
ing  been  stmed  for  such  period  of  time 
such  drag  as  jvepared  by  him  complies 
with  the  standards  prescribed  by  para¬ 
graph  Ca)(l)  of  this  section. 

(iv)  The  statement  “For 'use  only  in 
the  manufacture  of  nonsterile  veterinary 
drugs”. 

(4)  Request  for  certification;  samples. 

(i)  In  additicm  to  complying  with  the 
requirements  of  S  431.1  'of  this  chapter, 
a  person  who  requests  certificaticm  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  the 
batch,  the  number  of  milligrams  of 
streptomycin  ae  dihydrostreptomycin 
per  gram,  and  the  total  number  of  grams 
of  streptomycin  or  dihydrostreptomycin 
in  each  package.  Such  request  shall  be 
accompanied  or  followed  by  the  results 
of  tests  and  assays  made  by  him  on  the 
batch  for  potency,  toxicity,  moisture, 
pH,  and  strQ>tomycin  content  if  it  is 
dihiydrostreptomycin. 

(ii)  Such  person  shall  sulxnit  with  his 
request  an  aceuratdy  rQ)resentative 
sample  of  the  batch,  conristlng  of  6 
packages  each  containing  approximately 
1.0  gram  takoi  from  a  different  part  of 
such  batch,  and  each  shall  be  packaged 
in  accordance  with  the  requiremoits  of 
paragraph  (a)  (2)  of  this  section. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  If  it  is  str^tomycin  sulfate 
veterinary  grade,  proceed  as  directed  in 
§  444.70a(b)  (1)  of  this  chapter.  If  it  is 
dlhydrostreptomycin  sulfate  veterinary 
grade  or  dihydrostreptomycin  hydro¬ 
chloride  veterinary  grade,  proceed  as  di¬ 
rected  in  §444.70a(b)(l)(x)  of  this 


chapter,  using  the  dihydrostreptomycin 
working  standard  as  the  standard  of 
comi>arison. 

(2)  Toxicity.  Proceed  as  directed  in 
§  444.70a<b)  (3)  of  this  chapter. 

(3)  Moisture.  Using  a  1-gram  sam¬ 
ple,  proceed  as  directed  in  S  440.80a(b) 

(5)  (i)  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
§  444.70a(b)  (6)  (ii)  of  this  chapter. 

(5)  Streptomycin  content  (.if  it  is  di- 
hydrostreptomycin) .  Proceed  as  directed 
in  §  444.10a(b)  (2)  of  this  chapter. 

Subpart  C — BulK  Provisions  for  Tetra¬ 
cycline  Antibiotic  Drugs  for  Animal 

Use 

§  539.210  Qilortetracycline  bulk  provi¬ 
sions. 

§  539.21 Da  Chlortetracyclinr. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Chlortetracycline 
is  a  golden-yellow  crystalline  powder 
with  the  chemical  structure  7-chloro-4- 
dlmeUiylamino  -  l,4,4a,5,5a.6,ll,12a  -  oc- 
tahydro  -  3.6,10,12.12a  -  pentahydroxy- 
6-methyl  -  l,ll-dioxo-2  -  naphthacene- 
carboxamide.  It  is  so  purified  and  dried 
that: 

(1)  Its  potency  is  equivalent  to  not 
less  than  968  micrograms  of  chlortetra¬ 
cycline  hydrochloride  per  milligram 
when  calculated  on  an  anhydrous  basis. 

(ii)  It  passes  the  toxicity  test. 

(iii)  Its  moisture  content  is  not  more 
than  5.0  percent. 

(iv)  Its  pH  in  an  aqueous  solution  con¬ 
taining  10  milligrams  per  milliliter  is  not 
less  than  4.0  and  not  more  than  7.0. 

(V)  Its  absorptivity  at  445  m/t  is 
107.2  ±4.0  percent  of  the  chlortetracy¬ 
cline  hydrochloride  working  standard 
similarly  treated  and  both  calculated  on 
the  anhydrous  basis. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.SP.,  and 
shall  be  of  such  composition  as  will  not 
cause  any  change  in  the  strength,  qual¬ 
ity.  or  purity  of  the  contents  beyond 
any  limits  therefor  in  applicable  stand¬ 
ards,  except  that  minor  changes  so 
caused  that  are  normal  and  imavoidable 
in  good  packaging,  storage,  and  distribu¬ 
tion  practice  shall  be  disregarded 

(3)  Labeling.  Elach  package  of  chlor¬ 
tetracycline  shall  bear  on  its  outside 
wrapper  or  container  and  the  immedi¬ 
ate  container,  as  hereinafter  Indicated, 
the  following: 

(i)  The  batch  mark. 

(ii)  The  number  of  micrograms  of 
chlortetracycline  hydrochloride  equiva¬ 
lent  per  milligram  and  the  total  number 
of  grams  in  the  immediate  container. 

(ill)  The  statement  “Expiration  date 

- ”,  the  blank  being  filled  in 

with  the  date  that  is  12  months  after  the 
month  during  which  it  was  certified. 

(iv)  The  statement  “For  use  only  in 
the  manufacture  of  nonsterile  veterinary 
drugs”. 

(V)  The  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription”. 

(4)  Request  for  certification,  check 
tests  and  assays:  samples,  (i)  In  addi¬ 


tion  to  complying  with  the  requirements 
of  §  431.1  of  this  chapter,  a  iierson  who 
requests  certification  of  a  batch  shall 
submit  with  his  request  a  statement 
showing  the  batch  mark,  the  number  of 
packages  of  each  size  in  the  batch  and 
(unless  it  was  previously  submitted)  the 
date  on  which  the  latest  assay  of  the 
drug  comprising  the  batch  was  com¬ 
pleted.  Such  request  shall  be  accom¬ 
panied  or  follow^  by  results  of  tests  and 
assays  made  by*  him  on  the  batch  for 
potency,  toxicity,  moisture,  pH,  crytal- 
linity,  and  absorptivity. 

(ii)  Such  person  shall  submit  with 
his  request  an  accurately  representative 
sample  of  the  batch  consisting  of  10 
patdbiges,  each  containing  approximately 
300  milligrams  taken  from  a  different 
part  of  such  batch  and  each  packaged  in 
accordance  with  the  requirements  of 
paragraph  (a)  (2)  of  this  section. 

(iii)  In  connection  with  contemplated 
requests  for  certiflcation  of  batches  of 
another  drug  in  the  manufacture  of 
which  chlortetracycline  is  to  be  used,  the 
manufacturer  of  the  batch  that  is  to  be 
so  used  may  request  the  Commissioner 
to  make  check  tests  and  assays  on  a 
sample  of  such  batch  taken  as  prescribed 
by  paragraph  (a)  (4)  (ii)  of  this  sec¬ 
tion.  From  the  information  required  by 
paragraph  (a)  (4)'(i)  of  this  section  may 
be  omitted  results  of  tests  and  assays  not 
required  for  the  batch  when  used  in  such 
other  drug.  The  Commissioner  shall 
r^rt  to  such  manufacturer  the  results 
of  such  check  tests  and  assays  as  are  so 
requested. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  in  S  446.10a 
(b)(1)  of  this  chapter. 

(2)  Toxicity.  Proceed  as  directed  in 
S  440.80a(b)  (4)  of  this  chapter,  using  as 
a  test  dose  0.5  milliliter  of  an  aqueous 
solution  containing  the  equivalent  of  2.0 
miligrams  of  chlortetracycline  hydro¬ 
chloride  per  milliliter,  prepared  by  dis¬ 
solving  approximately  40  milligrams  of 
the  sample  in  2.0  milliliters  of  0.1^  hy¬ 
drochloric  acid  and  diluting  with  ttie 
required  amount  of  water. 

(3)  Moisture.  Proceed  as  directed  in 
9  440.74a(b)  (5)  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (ii)  of  this  chapter,  using 
an  aqueous  solution  containing  10  milli¬ 
grams  per  milliliter. 

(5)  Microscopical  test  for  crystallinity. 
Mount  a  few  particles  of  the  sample  in 
mineral  oil  and  examine  by  means  of  a 
polarizing  mlscroscope.  The  particles 
reveal  the  phenomena  of  birefringence 
and  extinction  positions  on  revolving  the 
microscope  stage. 

(6)  Absorptivity — (i)  Reagents — (a) 
Hydrochloric  add.  5N  and  IN  aqueous 
solutions. 

(b)  Sodium  bisulfite.  10  grams  per 
100  milliliters  of  water.  This  reagent 
must  be  freshly  prepared. 

(c)  Buffer  solution,  pH  7.5.  178 

grams  of  anhydrous  K1HFO4  and  22 
grams  of  anhydrous  KH1PO4  per  liter  of 
water.  Filter  the  solution  before  using. 

(d)  Stock  standard  solution.  Weigh 
exactly  100.0  milligrams  of  chloitetra- 
cycline  hydrochloride  working  standard 
and  transfer  to  a  lOO-millUiter  volumet- 
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rlo  flask.  Dilute  to  mark  with  water 
and  mix  well.  Store  in  refrigerator  (5* 
C.  to  8*  C.)  in  an  amber  bottle.  The 
solution  is  stable  and  may  be  used  for 
1  week. 

(e)  Working  standard  solution.  Pipet 
10.0  milliliters  of  the  stock  standard  solu> 
tion  into  a  100-milliliter  voliunetrlc 
flask.  Dilute  to  mark  with  water  and 
mix  well.  Elach  milliliter  contains  0.1 
milligram  of  chlortetracycllne  hydro¬ 
chloride.  (Prepare  Just  before  using.) 

(il)  Preparation  of  sample.  Weigh 
accurately  idxiut  100  milligrams  of  sam¬ 
ple  and  transfer  to  a  1-liter  volumetric 
flask  with  the  aid  of  water.  Add  10  mil¬ 
liliters  of  \N  hydrochloric  acid  and  100 
millUilters  of  water.  Mix  until  solution 
is  complete.  Make  to  mark  with  water 
and  mix  thoroughly. 

(Hi)  Procedure,  (a)  Pipet  two  10.0- 
mlUillter  portions  of  the  flnal  dilution  of 
the  sample  into  each  of  two  50-mlllillter 
volumetric  flask,  referred  to  in  para¬ 
graph  (b)  (6)  (ill)  of  this  section  as  sam¬ 
ple  and  sample  blank,  respectively. 

(b)  Pipet  two  10.0-millillter  portions  of 
the  working  standard  into  each  of  two  50- 
mllliliter  volumetric  flasks,  referred  to  in 
paragraph  (b)  (6)  (ill)  of  this  section  as 


(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Chlortetracycllne 
bisulfate  is  the  crystalline  acid  sulfate 
salt  of  chlortetracycllne,  containing 
butyl  alcohol  bound  to  or  complexed  with 
it.  It  is  so  purified  and  dried  that: 

(1)  Its  potency  Is  equivalent  to  not 
less  than  760  micrograms  of  chlortetra- 
cycline  hydrochloride  per  milligram 
when  corrected  for  the  moisture  and 
butyl  alcohol  content. 

(ii)  It  is  nontoxlc. 

(ill)  Its  moisture  content  is  not  more 
than  2.0  percent. 

(Iv)  Its  butyl  alcohol  content  is  not 
more  than  15  percent. 

(V)  Its  sulfate  content  is  not  less  than 
15  percent  when  corrected  for  moisture 
and  butyl  alcohol  content. 

(Vi)  Its  absorptivity,  when  corrected 
for  its  moisture  and  butyl  alcohol  con¬ 
tent,  is  89  percent  ±6  percent  of  that 
of  the  chlortetracycllne  hydrochloride 
working  standard  similarly  treated  and 
calculated  on  the  anhydrous  basis. 

(2)  Packaging.  In  all  cases,  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  UJ3.P.  The 
composition  of  the  Immediate  container 
shall  be  such  as  will  not  cause  any  change 
in  the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limit  therefor  in 
applicable  standards,  except  that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be 
disregarded. 

(3)  Labeling.  Each  package  shall 
bear  on  its  outside  wrapper  or  container 
and  the  Immediate  container: 


standard  and  standard  blank,  respec¬ 
tively. 

(c)  To  the  samite  and  the  standard 
add  in  this  order:  12  milliliters  of  6N 
hydrochloric  acid;  15  milliliters  of  buffer 
solution,  pH  7.5;  and  2  milliliters  of 
sodium  bisulfite  solution.  Suspend  in  a 
boiling  water  bath  for  exactly  7  minutes, 
and  swirl  occasionally.  (It  is  essential 
that  the  water  bolls  throughout  the  en¬ 
tire  heating  period.) 

id)  To  the  sample  blank  and  stand¬ 
ard  blank,  add  15  milliliters  of  buffer 
solution,  pH,  7.5,  and  2  milliliters  of  sodi¬ 
um  bisulflte  solution.  Suspend  in  a 
boiling  water  bath  for  5  minutes  with 
occasional  swirling.  After  exactly  5 
minutes  has  elapsed  add  12  milliliters  of 
5N  hydrochloric  acid  and  heat  for  an 
additional  2  minutes. 

(e)  After  the  completion  of  the  heat 
treatment,  immediately  cool  all  the 
flasks  under  tap  water.  Fill  each  flask 
to  mark  with  water  and  mix  w^. 

if)  Read  the  absorbances  of  the 
standard  and  sample  against  their  re¬ 
spective  blanks  at  a  wavelength  of  445 
m/i  in  a  suitable  spectrophotometer. 

(iv)  Caicuiation. 


(i)  The  batch  mark. 

(il)  The  number  of  milligrams  of 
chlortetracycllne  hydrochloride  equiva¬ 
lent  per  gram  and  the  number  of  grsuns 
in  the  immediate  container. 

(ill)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in 

with  the  date  that  is  48  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified. 

(iv)  The  statement  “For  use  only  in 
the  manufacture  of  nonsterile  veterinary 
drugs”. 

(4)  Request  for  certification;  samples. 
(i)  In  addition  to  complying  with  the 
requirements  of  S  431.1  of  this  chapter,  a 
person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  the 
batch,  the  number  of  milligrams  of 
chlortetracycllne  hydrochloride  equiva¬ 
lent  per  gram,  and  the  total  number  of 
grams  in  each  package.  Such  request 
shall  be  accompanied  or  followed  by  the 
results  of  tests  and  assays  made  by  him 
on  the  batch  for  pot^cy,  toxicity,  mois¬ 
ture.  butyl  alcohol  content,  sulfate  con¬ 
tent,  absorptivity,  and  crystallinity. 

(ii)  Such  person  shall  submit  with  his 
request  an  accurately  representative 
sample  of  the  batch,  consisting  of  10 
packages  each  containing  approximately 
0.5  gram  taken  from  a  different  part  of 
such  batch,  and  each  shall  be  packaged 
in  accordance  with  the  requirements  of 
paragraph  (a)  (2)  of  this  section. 

(b)  Tests  and  Methods  of  assay — (1) 
Potency.  Using  a  3.0-gram  sample, 
proceed  as  directed  in  $  446.10a(b)  (1)  of 
this  chapter,  except  §  446.10a(b)  (1)  (ix) 
of  tills  chapter. 


(2)  Toxicity.  Proceed  as  directed  in 
S  440.80a(b)  (4)  of  this  chapter,  using  as 
a  test  dose  0.4  milliliter  of  an  equeous 
solution  containing  2  milligrams  of 
chlortetracycllne  hydrochloride  equiva¬ 
lent  per  milliliter. 

(3)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (i)  of  this  chapter. 

(4)  Butyl  alcohol  content — (i)  Ceric 
nitrate  reagent.  Dissolve  30  grams  of 
ceric  ammonitim  nitrate  ((NHildOe 
(N0i)«*2H<0)  in  4  M  HNO*  and  make  up 
to  100  milliUters  with  4  Jf  HNO>. 

(il)  Sample.  Acciuately  weigh  an 
amount  of  sample  calculated  to  contain 
^proximately  30  milUgrams  of  butyl 
alcohol  and  transfer  it  to  a  SO-mlllillter 
roimd-bottom  distillation  flask.  Disstflve 
the  sample  in  25  milliliters  of  distilled 
water,  ckld  a  small  amount  of  antifoam 
agent,  and  connect  to  a  condenser  termi¬ 
nating  in  an  adapter.  Die  end  of  the 
adapter  is  inserted  deep  into  a  25-mllll- 
llter  graduated  cylinder,  which  stands 
in  an  Ice  water  bath.  Distill  slower  un¬ 
til  7  to  8  milliliters  have  collected.  Warm 
the  distillate  to  room  temperature,  trans¬ 
fer  to  a  lO-milUliter  volumetric  flask, 
using  not  more  than  1  milliliter  od  water 
to  rinse  out  the  graduate,  and  make  up 
to  10  milliliters.  Pipette  5  milliliters  of 
this  Into  a  test  tube,  add  3  milliliters  of 
the  ceric  nitrate  reagent,  and  mix. 

(ill)  Standard.  Prepare  a  standard 
made  by  diluting  3  milliliters  of  reagent 
grade  n-bu^l  alcohol  with  about  800 
milliliters  of  distilled  water  In  a  1,000- 
mllllllter  volumetrle  flask.  tmtil 

solution  is  complete,  then  diluting  to  the 
marie  with  water.  Use  5  milliliters  of 
this  plus  2  milliliters  of  ceric  nitrate 
reagent  as  the  standard. 

(iv)  Blank  solution.  Prepare  a  blank 
made  by  mixing  5  milliliters  of  distilled 
water  with  2  milliliters  of  the  ceric  ni¬ 
trate  reagent. 

(v)  Procedure.  Use  a  suitable  spec¬ 
trophotometer  and  1-centlmeter  ceils. 
Adjust  the  instrument  to  zero  idMortence 
with  the  blank  solution.  Immediately 
read  the  cUJsorbancies  of  the  sample  and 
the.  standard  at  475  mllllmlerons.  Cal¬ 
culate  the  percent  butyl  alodud  as 
follows: 

Pwoent  butyl  sleohcd 

4  aanq;>lex0.008xi0x0jixl00 
~  A  standaitlXOAexw 
Where: 

A  senq)!*  Is  the  absorbance  of  the  aample 
at  475  millimicrons; 

A  standard  Is  the  abeorbance  of  the  butyl 
alcohol  standard  containing  0.003  mllU- 
Uter/mlUUlter. 

ts  Is  the  weight  of  sample  In  grams; 

OAl  is  the  density  of  butyl  alcohol;  and 

The  factor  osa  eorreets  tor  lneonq>lete  re¬ 
covery  of  bu^  alcohol  In  the  rtlsttllatton 
step. 

(5)  Percent  sulfate.  Transfer  an  ac¬ 
curately  weighed  sample  of  iqiproxl- 
mateiy  1.0  gram  to  a  250-mllllllter 
beaker.  Add  about  100  mflUUteiB  of 
distilled  v»ter  and  stir  to  dissolve.  Neu¬ 
tralize  the  solutimi  to  litmus  psq)er  with 
1:1  ammonium  hydroxide,  and  warm. 
If  precipitation  occurs.  Alter  and  wash 
the  Alter  paper  with  warm  water.  Neu¬ 
tralize  the  nitrate  to  litmus  with  1:1 
HCl  and  add  4  milliliters  excess.  Bring 


(4445  sample)  (0.03)  (1000)  (50)  (100)  (100) 
(444rstwdardMsiu^^wOn  mg.)  (10)  (lOO-peroent  moisture  In  sample) 
=^rcent  of  absorptivity  compared  to  the  chlortetracycllne  hydrochloride  working  standard 


§  539.210b  '  Qdortetracycline  bisulfute. 
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the  sQlutiGOi  to  a  ImU  and  a^.  with  con¬ 
stant  stirring,  sufficient  boiling  10  per¬ 
cent  barium  <±doride  sbhitian  to  precipi¬ 
tate  all  the  sulfate,  and  a  slight  excess. 
Digest  on  a  steam  bath  for  1  hour.  Filter 
through  Whatman  No.  40  filter  p^>er  or 
equivalent.  Wash  the  m'echdtate  with 
hot  water  until  the  washings  give  no  test 
for  chloride  with  O.IN  silver  nitrate  solu¬ 
tion.  Transfer  the  filter  piqier  and  pre¬ 
cipitate  to  a  tared  porcdiain  crucible. 
Dry  over  a  low  flame;  then  carefully 
bum  off  the  filter  piqier.  Finally,  heat 
strongly  but  do  not  blast.  Cool  the 
cruclUe  and  weight.  After  subtnusting 
the  weight  of  the  cradble,  the  residue  Is 
barium  sulfate.  By  use  of  the  following 
formula,  calculate  the  percent  sulfate  in 
sample. 

Weight  BeSOiXOjSl  18X100 
— weight  of  iibipto - =P**®^* 

(6)  Absorptivity.  Accurately  weigh  ap- 
proxlmatdy  100  milligrams  of  the  sam¬ 
ple  and  idace  in  a  100-milliliter  volu¬ 
metric  flask.  Dissolve  the  sample  in  ap¬ 
proximately  40  milliliters  of  distilled 
water  by  miying  thoroughly.  Dilute  to 
exactly  100  milllllterB  with  distilled 
water  and  mix  thoroughly.  Itansfer  a 
10.0  milliliter  aliquot  of  this  solution  to 
a  250-milllllter  volmnetric  flask,  dilute  to 
maih  with  0.1  N  hydrochloric  acid,  and 
mix  thorou^ily.  Determine  the  ab- 
sothance  of  the  solution  at  366  millimi- 
orons  conqiared  with  distilled  water  as 
a  blank.  Use  a  suitable  spectropho¬ 
tometer  for  the  absorbance  measure¬ 
ments. 

Absorptivity  (1%,  1  em.) 

Absortoanoe  at  SW  inaXS,600xl0 
~Weight  of  sample  In  mllllgituns 
X(lOO-Jr-B) 

Where: 

M=:HI>eroent  moisture  In  the  8anq>le; 

B=: percent  butyl  alcohol  In  the  sample. 

(7)  Crystallinity.  Proceed  as  directed 
in  S  440.80a(b)  (5)  (iU)  of  this  chapter. 

Subpart  D — Bulk  Provisions  for  Peptide 
Antibiotics  for  Animal  Use 

§  539.310  Bacitrarin  methylene  disa- 
licylale. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 

qualtty,  and  purity.  Bacitracin  methyl¬ 
ene  dlsalicylate  is  the  methylene  di¬ 
salicylate  salt  of  a  kind  of  bacitracin. 
It  is  so  purified  and  dried  that: 

<i)  Its  potency  is  not  less  than  14 
units  per  milligram  on  an  anhydrous 
basis. 

(ii)  It  is  nontoxic. 

(iii)  Its  moisture  content  is  not  more 

than  7  percent 

(iv)  Its  pH  in  a  saturated  aqueous  so¬ 
lution  is  not  less  than  SA  and  not  more 
than  5.0. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  d^lned  by  the  U.  8.  P.  The 
composition  of  the  Immediate  containers 
shall  be  such  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
for  in  amillcable  standards,  except  tl^t 
minor  changes  so  caused  which  are' nor¬ 
mal  and  unavoidable  in  good  packaging. 


storage,  and  distribution  practice  shall 
be  disregarded. 

(3)  Labeling.  Each  package  of  bac¬ 
itracin  methylene  dlsal^late  diall  bear 
on  its  label  or  labeling,  as  hereinafter 
indicated,  the  f<dlowlng: 

(!)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  Immediate  container: 

(a)  The  batch  mark. 

(b)  The  number  of  units  of  bacitra¬ 
cin  per  gram,  the  number  of  grams  of 
bacitracin  activity  per  pound,  and  the 
weight  of  the  d^  in  the  immediate 
container. 

(c)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in 

with  the  date  which  is  24  months  after 
the  month  during  which  the  batch  was 
catifled,  except  that  the  blank  may  be 
filled  in  with  the  date  which  is  36 
months  or  48  months  after  the  month 
during  which  the  batch  was  certified  if 
the  person  who  requests  certification 
has  submitted  to  the  Commissioner  re¬ 
sults  of  tests  and  assays  showing  that 
such  drug  as  prepared  by  him  is  stable 
for  such  period  of  time. 

(d)  The  statement  “For  veterinary 
use  only”. 

(ii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package: 

(a)  Adequate  directions  and  warnings 
for  the  veterinary  use  of  the  drug  by  the 
laity. 

(b)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  labeling  in 
accordance  with  the  requirements  of 
regulations  in  Part  121  of  this  chapter 
and  this  Subchapter  E. 

(4)  Request  for  certification;  samples. 

(i)  In  addition  to  complying  with  the 
requirements  of  §  431.1  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark, 
the  number  of  packages  of  each  slse 
in  the  batch,  the  number  of  unite  of 
bacitracin  activity  per  gram,  and  the 
number  of  grams  of  bacitracin  activity 
per  pound.  Such  request  shall  be  ac¬ 
companied  or  followed  by  the  results  of 
tests  and  assays  made  by  him  on  the 
batch  for  potracy,  toxicity,  moisture, 
and  pH. 

(ii)  Such  person  shall  submit  with  his 
request  an  accurately  representative 
sample  of  the  batch,  consisting  of  5 
packages  each  containing  aniroximatdy 
5  grams  taken  from  a  different  part  of 
such  batch,  and  each  shall  be  packaged 
in  accordance  with  the  requirements  of 
paragraph  (b)  of  this  section. 

(b)  Tests  and  Methods  of  assay — (1) 
Potency.  Proceed  as  directed  in  §  448.- 
lOa(b)  (1)  (i) ,  except  in  lieu  of  the  direc¬ 
tions  for  preparing  the  sample  in 
§  448.10a(b)  (1)  (i)  (b)  of  this  chapter 
prepare  the  sample  as  follows:  Place  an 
accurately  weighed  sample  of  approxi¬ 
mately  1  gram  in  a  blen^ng  Jar,  ^d  99 
milliliters  of  an  aqueous  solution  of 
2 -percent  sodium  bicarbonate  and  1 
milliliter  of  polysorbate  80  and  blend  for 
3  minutes  in  a  high-speed  blender.  Allow 
the  foam  to  subside,  remove  an  aliquot  of 
the  solution,  and  dilute  to  1  unit  per 
milliliter  with  1 -percent  phosphate 
buffer. 


(2)  Toxicity.  Proceed  as  directed  in 
§  436.33  of  this  chapter. 

(3)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (i)  of  this  chapter. 

(4)  pH.  Proceed  as  directed  in 
S  440.80a(b)  (5)  (ii)  of  this  chapter,  using 
a  satmated  aqueous  solution  contain¬ 
ing  approximately  50  milligrams  per 
milliliter. 

PART  540— PENICILLIN  ANTIBIOTIC 
DRUGS  FOR  ANIMAL  USE 

Subpart  A— Oral  PoMga  Forint 

Sec. 

540.105  AmplciUln  capsules. 

540.107  Ampiclllln  trlhydrate  oral  dosage 
forms. 

540.107a  Ampiclllln  trlhydrate  tablets. 
540.107b  AmplciUln  trlhydrate  capsules. 
540.107c  AmplcUlln  trlhydrate  for  otsI  sus¬ 
pension; 

540.107d  AmplclUlil  trlhydrate  soluble  pow¬ 
der. 

540.107e  AmplcUlln  trlhydrate  boluses. 
540.114  Benzathine  cloxaclUln. 

540.114a  Sterile  benzathine  cloxacUlln. 
540.119  Sodium  dlcloxacUlln  monohydrate 
capsules. 

540.129  Potassium  hetaclllln  oral  dosage 
forms. 

540.120a  Potassium  hetaclllln  tablets. 
540.120b  Potassium  betacllUn  capsules. 
540.129c  Potassium  hetacUlln  oral  suspen¬ 
sion. 

540.153  Aluminum  penlciUln  tablets. 

540.155  Benzathine  penlclUln  O  oral  sus¬ 
pension,  benzathine  penlcUlin  O 
tor  oral  suspension  (benzathine 
penlclUln  O  powder) . 

540.160  Dlbenzylamlne  penicillin  and  potas¬ 
sium  penicUlln  powder,  bviffered. 
540.163  Ephedrlne  penicUlln  tablets. 

540.166  Hydrabamlne  penlcllim  O  oral  sus¬ 
pension. 

540.173  Potassium  phenoxymetbyl  penlclUln 

oral  dosage  forms. 

540.173a  Potassium  phenoxymetbyl  penicillin 
for  oral  solution:  potassium  phen¬ 
oxymetbyl  penlcUlin  for  oral  solu¬ 
tion. 

540.173b  PenlcilUn  tablets. 

540.174  Procaine  penicillin  oral  dosage 

forms. 

540.174a  Buffered  penlcUlin  powder,  penicil¬ 
lin  powder  with  buffered  diluent. 
540.174b  PenicUlln  streptomycin  powder; 

penlclUln  dlhydrostreptomycln 
powder. 

540.174c  Procaine  penicillin  In  oil  capsules. 

540.180  Penicillin  oral  dosage  forms. 
540.180a  Penicillin  and  novobiocin  capsules. 
540.180b  PenlclUln -streptomycin  tablets; 

penlcUlin  -  dlhydrostreptomycln 
tablets. 

540.181  CrystaUine  penicillin  oral  dosage 

forms. 

540.181a  CrystaUine  penlclUln  O  oral  suspen¬ 
sion;  crirstalime  penlclUln  G 
sodium  oral  su^>enslon;  potas¬ 
sium  penlclUln  O  oral  suspension. 
540.181b  Potassium  penicillin  G  in  drinking 
water. 

Subpart  B — Implantation  or  ln|ectable  Dosage 
Forms 

540.207  Sterile  ampiclllln  trlhydrate  im¬ 
plantation  and  Injectable  dosage 
forms. 

540.207a  SterUe  amplcllUn  trlhydrate  sus¬ 
pension. 

540.207b  SterUe  amplcUlln  trlhydrate  for 
su^>enslon. 

540.250  Penicillin-streptomycin;  penicUUn- 
dlhydrostreptomycln. 

540.253  Aluminum  penlciUln  In  oil. 

540.255  Benzathine  penicillin  G  implanta¬ 
tion  and  Injectable  dosage  forms. 
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640JS5a  Benzathine  penicillin  O  suspension. 

S40.265b  Benzathine  penlclUln  O  In  oU. 

S40.a65c  Sterile  benzathine  penicillin  O  and 
procaine  penicillin  Q  for  aqueous 
Injection. 

540.359  Chloroprocalne  penicillin  O  for 

aqueous  Injection. 

540.360  Dlbenzylamlne  penicillin  and  strep¬ 

tomycin  In  oil;  dlbenzylamlne 
penicillin  and  dlhydrostrep- 
tomycln  In  oil. 

540.361  Dlethylamlnoethyl  ester  penlcUlln 

a  hydrlodlde  for  aqueous  Injec¬ 
tion  (penicillin  O  dlethylamlno¬ 
ethyl  ester  hydrlodlde  for  aqueous 
Injection). 

540.365  Z-Ephenamlne  penicillin  Q  Im¬ 
plantation  and  Injectable  dosage 
forms, 
water. 

540.365a  Z-Bphenamlne  penicillin  G  In  oil. 

540.365b  I-Ephenamlne  penicillin  O  for 
aqueous  Injection. 

540.374  Procaine  penicillin  Q  Implantation 
and  Injectable  dosage  forms. 

540.374a  Procaine  penlcUlln  for  aqueous  In¬ 
jection. 

540.374b  Procaine  penicillin  O  aqueous  sus¬ 
pension. 

540.3740  Procaine  penicillin  O  In  oU. 

540.374d  Procaine  penicillin  In  streptomycin 

a  sulfate  solution;  procaine  penlcU¬ 

lln  In  dlhydrostreptomycln  sul¬ 
fate  solution. 

540.374e  Procaine  penlcUlln  and  streptomy¬ 
cin  In  oil;  procaine  penlclUln  and 
dlhydrostr^tomycln  In  oU. 

540.374f  PenlcUlln  and  dlhydrostreptomydn- 
streptomycln  sulfates;  procaine 
penlcUlln  In  dlhydrostreptomy- 
cln-streptomycln  sulfates  solu¬ 
tion. 

540.280  Sodium  penlcUlln  (penlcUlln  sodi¬ 

um,  penlclUln  sodium  salt),  cal¬ 
cium  penicillin  (penlclUln  calci¬ 
um,  penlcUlln  calcium  salt) ,  crys¬ 
talline  penlclUln  (crystaUlne  pen¬ 
lcUlln  sodium,  crystaUlne  penlcU¬ 
lln  sodium  salt,  crystalline  penl¬ 
cUlln  potassium,  crystaUlne  penl¬ 
cUlln  potassliun  salt,  crystaUlne 
penlcllln  G  sodliun,  crystalline 
penlcUlln  G  sodium  salt,  crystal- 
Une  penlclUln  G  potassium,  crys¬ 
talline  penlcUlln  G  potassium 
salt,  crystaUlne  penicillin  O  sodi¬ 
um,  crystalUne  penlcUlln  O  so¬ 
dium  salt,  crystalline  penlcUlln  O 
potassium,  crystalline  penlcUlln  O 
potassium  salt) . 

540.281  Crystalline  penlcUlln  Implantation 

and  Injectable  dosage  forms. 

540.281a  Crystalline  penlcUlln  and  epine¬ 
phrine  In  oU. 

540. 381b  Buffered  crystalline  penlcUlln. 

Subpart  C — Ophthalmic  and  Topical  Doaaga 
Forma 

540.380  PenlcUlln  ophthalmic  and  topical 
dosage  forms. 

540.380a  PenlclUln  ointment. 

540.380b  Procaine  peniclUln-neomycln-p<Uy- 
myxln  In  oU;  procaine  penlcUlln- 
necKnydn-polymyxln  ointment. 

Subparts  D-Q  [Resarvad] 

Subpart  H — Intramammary  Dosaga  Forms 

540.814  Benzathine  cloxacllUn  for  Intra¬ 
mammary  Infusion. 

540.814a  SterUe  benzathine  cloxacUlln  for 
Intramammary  infusion. 

540.839  Potassium  hetacUlln  intramammary 
infusion. 

540.874  Procaine  penlcUlln  G  Intramam¬ 
mary  dosage  forms. 

540.874a  Procaine  penicillin  G  In  oU. 

'540B74b  Procaine  penicillin  G-sodlum  novo¬ 
biocin  In  oU. 


Sec. 

540.874c  Procaine  penlcUlln  G-neomydn  In 
oil. 

540.874d  Procaine  penlclUln  and  streptomy¬ 
cin  In  oU;  procaine  penlcUlln  and 
dlhydrostreptomycln  In  oU. 
540.874e  ProciUne  pencUlln  and  dihydro- 
^  streptomydn  In  olL 
540.874f  Procaine  penlclUln  G-novobloctn 
for  Intramammary  Infusion. 
540.881  Cnrstalllne  penlclUln-streptomycln- 
polymyxln  -  oxytetracycllne  -  car- 
bomycln  powder;  crystalline  penl¬ 
cUlln  -  dlhydrostreptomycln-poly- 
mjrzln  -  oxytetracycllne-cartxxny- 
cln  powder. 

Authokitt:  Secs.  507,  512,  59  Stat.  463  as 
amended,  82  Stat.  343-361  (21  U.S.C.  360b. 
367),  unless  otherwise  noted. 

Subpart  A — Oral  Dosage  Forms 
§  540.105  Ampicillin  capsules. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity.  and  purity.  Ampicillin  capsules  are 
composed  of  ampiclUln  with  or  without 
one  or  more  buffer  substances,  diluents, 
binders,  lubricemts,  vegetable  oils,  color¬ 
ings,  and  flavorings,  enclosed  In  a  gelatin 
capsule.  Each  capsule  contains  125  milli¬ 
grams  or  250  milligrams  of  ampicillin.  Its 
potency  is  satisfactory  if  it  is  not  less 
than  90  percent  and  not  more  than  120 
percent  of  the  number  of  milligrams  of 
ampicillin  that  it  is  represented  to  con¬ 
tain.  The  loss  on  drying  is  not  more 
than  4.0  percent.  The  ampicillin  used 
conforms  to  the  standards  prescribed  by 
9  440.5(a)  (1)  of  this  chfu?ter. 

(2)  Labeling.  It  shall  ^  labeled  in  ac¬ 
cordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  9  510.55 
of  thiis  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  euldltion  to  complying  with  the 
requirements  of  9  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  ampicillin  used  in  making  the 
batch  for  potency,  safety,  loss  on  drying, 
pH.  ampicillin  content,  concordance, 
crystallinity,  and  identity. 

(b)  The  batch  for  potency  and  loss 
on  drying. 

(11)  Samples  required: 

(a)  The  ampicillin  used  in  making  the 
batch:  10  packages,  each  containing  ap¬ 
proximately  300  milligrams. 

(b)  The  batch:  A  minimum  of  30 
capsules. 

(b)  Tests  arid  methods  of  assay — (1) 
Potency.  Assay  for  potency  by  either  of 
the  following  methods;  however,  the  re¬ 
sults  obtained  from  the  microbiological 
agar  diffusion  assay  shall  be  conclusive. 

(I)  Microbiological  agar  diffusion 
assay.  Proceed  as  directed  in  9  436.105  of 
this  chapter,  preparing  the  sample  for 
assay  as  follows:  Place  a  representative 
number  of  capsules  into  a  high-speed 
glass  blender  Jar  with  sufficient  O.IM 
potassium  phosphate  buffer,  pH  8.0 
(solution  3),  to  give  a  convenient  con¬ 
centration.  Blend  for  3  to  5  minutes.  Re¬ 
move  an  aliquot  and  further  dilute  with 
solution  3  to  the  reference  concentration 
of  0.1  microgram  of  ampicillin  per  milli¬ 
liter  (estimated). 

(II)  lodometric  assay.  Proceed  as  di¬ 
rected  in  9  436.204  of  this  chapter,  pre¬ 
paring  the  sample  as  follows:  Place  the 


contents  of  a  representative  number  of 
capsules  into  a  high-speed  glass  blender 
Jar,  and  add  sufficient  distilled  water  to 
give  a  convenient  concentration.  Blend  3 
to  5  minutes.  Filter  through  Whatman 
No.  2  Alter  paper.  Further  dilute  an  ali¬ 
quot  of  the  flltrate  with  distilled  water  to 
the  prescribed  concentration. 

(2)  Loss  on  drying.  Proceed  as  directed 
in  9  436.200(a)  of  this  chapter. 

(c)  Conditions  of-  marketing — (1) 
Specifications.  The  drug  conforms  to  the 
certlflcation  requirements  of  paragraph 
(a)  of  this  section. 

(2)  Sponsor.  See  No.  000008  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
administered  orally  as  follows: 

(a)  To  dogs: 

(1)  In  the  treatment  of  urinary  tract 
infections  (cystitis)  due  to  Proteus  spp., 
hemolytic  and  non-hemolytlc  streptococr 
ci,  beta  hemolytic  streptococci  and  E.  coli. 

(2)  In  upper  respiratory  tract  infec¬ 
tions  tracheobronchitis  (kennel  cough), 
tonsillitis  due  to  alpha  and  beta  hemo¬ 
lytic  streptococci,  hemolytic  positive 
Staphylococci.  E.  coli  and  Proteus  spp., 

(3)  In  infections  associated  with 
abscesses,  lacerations,  and  woimds  due  to 
Staphylococcus  spp.  and  Streptococcus 
spp. 

(b)  To  cats: 

(1)  In  respiratory  tract  infections 
(bacterial  pneiunonia)  due  to  alpha  and 
beta  hemolytic  streptococci,  hemolytic 
positive  staphylococci.  E.  coli.  and  Pro¬ 
teus  spp. 

(2)  In  infections  associated  with 
abscesses,  lacerations,  and  wounds  due  to 
Staphylococcus  spp.  and  Streptococcus 
spp. 

(ii)  Eiosage  is  recommended  as  follows: 

(a)  In  dogs  5  to  10  milligrams  per 
pound  of  body  weight,  e.g.,  one  125  milli¬ 
gram  capsule  per  14  to  25  pounds,  given 
2  to  4  times  dally;  for  those  weighing  6 
to  14  pounds,  one  capsule  twice  daily 
is  suggested. 

(b)  In  cats,  125  milligrams  twice 
daily;  in  more  acute  conditions  three 
times  daily. 

(ill)  Bacteriologlc  studies  to  determine 
the  causative  organisms  and  their 
susceptibility  to  ampicillin  should  be 
performed. 

(iv)  Use  of  the  drug  is  contraindicated 
in  animals  with  a  history  of  an  allergic 
reaction  to  any  of  the  penicillins.  Ampi¬ 
cillin  is  contraindicated  in  infections 
caused  by  penicillinase-producing  or¬ 
ganisms. 

(V)  Not  for  use  in  animals  which  are 
raised  for  food  production. 

(vl)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.107  Ampicillin  trihydrate  oral 
dosage  forms. 

§  540.107a  Ampicillin  trihydrate  tab¬ 
lets. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Ampicillin  trihyrate 
tablets  are  composed  of  ampicillin  tri¬ 
hydrate  with  suitable  binders,  flUers,  lu¬ 
bricants.  expanders,  coloring,  and  flavor¬ 
ing.  Each  tablet  contains  50  or  100  mllll- 
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grams  of  ampicillin.  Its  potency  is  satis¬ 
factory  if  it  is  not  less  than  90  percent 
and  not  more  than  120  percent  of  the 
number  of  milligrams  of  ampicillin  that 
it  is  represented  to  contain.  Its  loss  on 
drying  is  not  more  than  10  percent.  The 
tablets  disintegrate  within  30  minutes. 
The  ampicillin  trihydrate  used  conforms 
to  the  standards  prescribed  by  S  440.7  of 
this  chapter.  Each  other  ingredient  used, 
if  its  name  is  recognized  in  the  U.S.P.  or 
NJ.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  ofBcial  com¬ 
pendium. 

(2)  Packaging.  It  shall  be  packaged  in 
accordance  with  Uie  requirements  of 
§  510.45  of  this  chapter. 

(3)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  cmd  S  510.55 
of  this  chapter,  and  shall,  in  addition,  be 
labeled  “veterinary  ampicillin  tablets”. 

(4)  Requests  for  certification:  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(o)  The  ampicillin  trihydrate  used  in 

making  the  batch  for  potency,  toxicity, 
moisture,  pH,  ampicillin  content,  con¬ 
cordance,  crystallinity,  and  identity. 

(b)  The  batch  for  potency,  loss  on 
drying,  and  disintegration  time. 

(ii)  Samples  required: 

(a)  The  ampicillin  trihydrate  used  in 
making  the  batch:  10  containai^s,  each 
containing  not  less  than  300  milligrams. 

(b)  The  batch:  A  minimum  of  36 
tablets. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Use  either  of  the  following 
methods;  however,  the  results  obtained 
frmn  the  microbiological  agar  diffusion 
assay  shall  be  conclusive : 

(1)  Microbiological  agar  diffusion  as¬ 
say.  Proceed  as  directed  in  S  436.105  of 
this  chapter,  preparing  the  sample  for 
assay  as  follows:  Place  a  representative 
number  of  tablets  into  a  high-speed  glass 
blender  Jar  with  sufScient  O.lJlf  potas- 
siiun  phosphate  buffer,  pH  8.0  (solution 
3),  to  give  a  stock  solution  of  convenient 
concentration.  Blend  for  3  to  5  minutes. 
Further  dilute  an  aliquot  of  the  stock 
solution  with  solution  3  to  the  reference 
concentration  of  0.1  microgram  of  ampi¬ 
cillin  per  milliliter  (estimated) . 

(ii)  lodometric  assay.  Proceed  as  di¬ 
rected  in  1 436.204  of  this  chapter,  pre¬ 
paring  the  sample  solution  as  follows: 
Place  a  representative  number  of  tablets 
into  a  high-speed  glass  blender  Jar  with 
sufficient  distilled  water  to  give  a  stock 
solution  of  convenient  concentration. 
Blend  for  3  minutes.  Further  dilute  an 
sdiquot  of  the  stock  solutl(m  with  dis¬ 
tilled  water  to  give  the  prescribed 
concaitration. 

(2)  Loss  on  drying.  Proceed  as  di¬ 
rected  in  §  436.200(a)  of  this  chapter. 

(3)  Disintegration  time.  Proceed  as 
directed  in  S  436.212  of  this  chapter  us¬ 
ing  the  procedure  described  in  para- 
grsqih  (e)  (1)  of  that  section. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  contains  ampi¬ 
cillin  EUi  ampicillin  trihydrate  and  con¬ 


forms  to  the  certification  requirements 
of  paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  No.  000029  in  S  510.- 
600(c)  of  this  cluster. 

(3)  Conditions  of  use.  (i)  ITie  drug  is 
administered  orally  for  treatment  of  in¬ 
fections  associated  with  abscesses,  lac¬ 
erations,  and  wounds  caused  by  Staphy¬ 
lococcus  spp.  and  Streptococcus  spp.  in 
dogs. 

(ii)  Dosage  is  recommended  at  5  mg 
per  pound  of  body  weight,  at  8-hour  in- 
tervsds  1  to  2  hours  prior  to  feeding. 
Treatment  should  be  continued  for  36  to 
48  hours  after  all  symptoms  have  sub¬ 
sided. 

(iii)  It  is  not  for  use  in  animals  which 
have  shown  hypersensitivity  to  penicillin 
or  for  infections  caused  by  penicillinase- 
producing  organisms. 

(iv)  It  is  not  for  use  in  animals  which 
are  raised  for  food  production. 

(V)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  544).  107b  Ampicillin  trihydrate  cap¬ 
sules. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Ampicillin  trihy¬ 
drate  capsules  are  composed  of  ampi¬ 
cillin  trihydrate  with  or  without  one  or 
more  diluents,  binders,  or  lubricants,  en¬ 
closed  in  a  gelatin  capsule.  Each  capsule 
contains  ampicillin  trihydrate  equivalent 
to  125,  250,  or  500  milligrams  of  ampi¬ 
cillin.  Its  potency  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of  milli¬ 
grams  of  ampicillin  that  it  is  represented 
to  contain.  Its  loss  on  drying  is  not  less 
than  10  percent  and  not  more  than  15 
percent.  The  ampicillin  trihydrate  used 
conforms  to  the  standards  prescribed  by 
S  440.7(a)  (1)  of  this  chapteh 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
paragn^h  (c)  of  this  secticm  and  8  510.55 
of  this  chapter,  and,  in  addition,  this  drug 
shall  be  labeled  “ampicillin  capsules, 
veterinary.” 

(3)  Requests  for  certification:  samples. 
In  addition  to  compljring  with  the  re¬ 
quirements  of  8  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  ampicillin  trlhydrate  used  in 
making  the  batch  for  potency,  safety, 
loss  on  drying,  pH,  ampicillin  content, 
concordance,  crystallinity,  and  identity. 

(b)  The  batch  for  potency  and  loss  on 
drying. 

(ii)  Samples  required: 

(a)  The  ampicillin  trlhydrate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(b)  The  batch:  A  minimum  of  30  cap¬ 
sules. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Assay  for  potency  by  either  of 
the  following  methods:  however,  the  re¬ 
sults  obtained  from  the  microbiological 
agar  diffusion  assay  shall  be  conclusive. 

(i)  Microbiological  agar  diffusion  as¬ 
say.  Proceed  as  directed  in  8  436.105  of 


this  chsq>ter,  preparing  the  sample  for 
assay  as  follows:  Place  a  representative 
number  of  capsules  into  a  high-speed 
glass  blender  jar  with  sufficient  O.lAf  po¬ 
tassium  phosphate  buffer,  pH  8.0  (solu¬ 
tion  3),  to  give  a  convenient  concentra¬ 
tion.  Blend  for  3  to  5  minutes.  Remove 
an  aliquot  and  further  dilute  with  solu¬ 
tion  3  to  the  reference  concentration  of 
0.1  microgram  of  ampicillin  per  millili¬ 
ter  (estimated). 

(ii)  lodometric  assay.  Proceed  as  di¬ 
rected  in  8  436.204  of  this  chapter,  pre¬ 
paring  the  sample  as  fcdlows:  Place  the 
contents  of  a  representative  number  of 
capsules  into  a  blending  Jar  and  add 
sufficient  distilled  water  to  give  a  stock 
solution  of  convenient  concentration. 
Blend  for  3  minutes.  Filter  through 
Whatman  No.  2  filter  paper.  Further 
dilute  an  aliquot  of  the  filtrate  with  dis¬ 
tilled  water  to  the  prescribed  concentra¬ 
tion. 

(2)  Loss  on  drying.  Proceed  as  directed 
in  8  436.200(a)  of  this  chiqjter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Hie  drug  is  in  capsule 
form  and  conforms  to  the  certification 
requirements  of  paragraph  (a)  of  this 
sectimi. 

(2)  Sponsor.  See  No.  000003  in  8  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used  in 
dogs  as  follows: 

(a)  It  is  administered  as  a  treatment 
against  strains  of  gram-negative  and 
gram-positive  organisms  sensitive  to  am¬ 
picillin  and  associated  with  respiratory 
tract  infections  (tracheobronchitis  and 
tonsillitis) ;  urinary  tract  infections 
(cystitis) :  bacterial  gastroenteritis;  gen¬ 
eralized  infections  (septicemia)  associ¬ 
ated  with  abscesses,  lacerations,  and 
wounds;  and  bacterial  dermatitis. 

(b)  Administer  5  to  10  milligrams  per 
potmd  of  body  weight  two  or  three  tixnes 
daily.  In  severe  or  acute  conditions,  10 
milligrams  per  pound  of  body  weight 
should  be  given  three  times  daily.  Dosage 
should  be  administered  1  to  2  hours  prior 
to  feeding. 

(ii)  It  is  used  in  cats  as  follows : 

(a)  It  is  administered  as  a  treatment 
against  strains  of  gram-negative  and 
gram-positive  organisms  sensitive  to  am¬ 
picillin  and  associated  with  respiratory 
tract  Infections  (bacterial  pneumonia) ; 
urinary  tract  infections  (cystitis);  and 
generalized  infections  (septicemia)  as¬ 
sociated  with  abscesses,  lacerations,  and 
wounds. 

(b)  Administer  10  to  30  milligrams 
per  pound  of  body  wtight  two  or  three 
times  dally.  Dosage  should  be  adminis¬ 
tered  1  to  2  hoiu^  prior  to  feeding. 

(iii)  The  drug  may  be  given  as  an 
emergency  measure;  however,  in  vitro 
sensitivity  tests  on  samples  collected 
prior  to  treatment  should  be  made.  Am¬ 
picillin  is  contraindicated  for  use  in 
infections  caused  by  penicillinase- 
producing  organisms  and  for  use  in  dogs 
and  cats  known  to  be  allergic  to  any  of 
the  penicillins.  It  is  also  not  to' be  used 
in  animals  raised  for  food  production. 

(iv)  For  use  only  by  or  on  the  order 
of  a  licensed  veterinarian. 
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§  540.107c  AmpiciUin  tribydrate  for 
oral  suspension. 

(a)  Reciuirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  AmpiciUin  trihydrate 
for  oral  suspension  is  a  mixture 
of  ampicillin  trihydrate  with  one  or  more 
suitable  and  harmless  colorings,  flavor¬ 
ings,  buffers,  sweetening  ingredients,  and 
preservatives.  When  reconstituted  as  di¬ 
rected  in  the  labeling,  it  contains  ampi¬ 
cillin  trlhydrate  equivalent  to  25  miUi- 
grams  of  ampicillin  per  milUUter.  Its 
potency  is  satisfactory  if  it  is  not  less 
than  90  percent  and  not  more  than  120 
percent  of  the  number  of  milUgrams  of 
ampicllUn  that  it  is  represented  to  con¬ 
tain.  Its  moisture  content  is  not  more 
than  2.6  percent.  Its  pH,  when  reconsti¬ 
tuted  as  directed  in  the  labeUng,  is  not 
less  than  5.0  and  is  not  more  than  7.5.  The 
ampicilUn  trihydrate  used  conforms  to 
the  standards  prescribed  by  i  440.7(a)  (1) 
of  this  chapter. 

(2)  Labeling.  The  drug  shall  be 
labeled  in  accordance  with  the  require¬ 
ments  prescribed  by  paragraph  (c)  of  this 
section  and  §  510.55  of  this  chapter,  and 
in  addition,  it  shaU  be  labeled  “ampiciUin 
for  oral  suspension,  veterinary”. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chapter, 
each  such  request  shaU  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  ampicUlin  trlhydrate  used  in 
making  the  batch  for  potency,  safety, 
loss  on  drying,  pH,  ampicUlin  content, 
concordance,  crystallinity,  and  identity. 

(b)  The  batch  for  potency,  moisture, 
and  pH. 

(U)  Samples  required: 

(a)  The  ampicillin  trlhydrate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  miUl- 
grams. 

(b)  ITie  batch:  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Assay  for  potency  by  either  of 
the  f(Ulowlng  methods;  however,  the  re¬ 
sults  obtained  from  the  microbiological 
agar  diffusion  assay  shaU  be  conclusive: 

(i)  Microbiological  agar  diffusion  as¬ 
say.  Proceed  as  directed  in  S  436.105  of 
this  chapter,  preparing  the  sample  for 
assay  as  foUows:  Reconstitute  the  drug 
as  directed  in  the  labeUng.  Place  an  ac¬ 
curately  measured  representative  portion 
of  the  sample  into  a  suitable  volumetric 
flask  and  dUute  to  volume  0.13f  potas¬ 
sium  phosphate  buffer,  pH  8.0  (solution 
3),  to  give  a  convenient  concentration. 
Mix  well.  Further  dilute  an  aliquot  with 
solution  3  to  the  reference  concentration 
of  0.1  microgram  of  ampicillin  per  milU¬ 
Uter  (estimated). 

(li)  lodometric  assay.  Proceed  as  di¬ 
rected  in  §  436.204  of  this  chapter,  pre¬ 
paring  the  sample  as  follows:  Recon¬ 
stitute  the  drug  as  directed  in  the  label¬ 
ing.  Place  an  accmately  measured 
aliquot,  usually  a  single  dose,  into  an  ap¬ 
propriate-sized  volumetric  flask  and 
dilute  to  volume  with  1  ^rcent  potassium 
phosphate  buffer,  pH  6.0  (solution  1). 
Mix  weU.  Further  dilute  with  solution  1 
to  the  prescribed  concentration. 


(2)  Moisture.  Proceed  as  directed  in 
S  436.201  of  this  chapter. 

(3)  pH.  Proceed  as  directed  in  §  436.- 
202  of  this  chapter,  using  the  drug  re¬ 
constituted  as  directed  in  the  labeUng. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  contains  ampi¬ 
ciUin  as  ampiciUin  trlhydrate  and  con¬ 
forms  to  the  requirements  of  paragraph 
(a)  of  this  section.  When  reconstituted 
as  directed  in  the  labeUng.  it  contains  125 
mUUgrams  of  ampicilUn  per  5  mllUUters 
of  suspension. 

(2)  Sponsor.  See  No.  000003  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use — (i)  Dogs,  (a) 
It  is  indicated  in  the  treatment  of  respi¬ 
ratory  tract  Infections  (tracheobronchi¬ 
tis  and  tonsUUtis)  due  to  E.  coli.  Pseudo¬ 
monas  spp.,  Proteus  spp..  Staphylococcus 
spp.,  and  Streptococcus  spp.,  urinary 
tract  infections  (cystitus)  due  to  E.  coli. 
Staphylococcus  spp.;  Streptococcus  spp., 
and  Proteus  spp.;  bacterial  gastroenteri¬ 
tis  due  to  E.  coli;  generalized  Infections 
(septicemia)  associated  with  abscesses, 
lacerations,  and  wounds,  due  to  Staphy¬ 
lococcus  spp.  and  Streptococcus  spp.; 
bacterial  dermatitis  due  to  Staphylococ¬ 
cus  spp..  Streptococcus  spp.,  Proteus  spp.. 
and  Pseudomonas  spp. 

(b)  It  is  administered  orally,  5  to  10 
mUUgrams  per  pound  of  body  weight  2 
or  3  times  daUy,  1  to  2  hours  prior  to 
fee<Ung.  In  severe  or  acute  conditions,  10 
milUgrams  per  poimd  of  body  weight  3 
times  daUy. 

(ii)  Cats,  (a)  It  is  indicated  in  the 
treatment  of  respiratory  tract  infections 
(bacterial  pneumonia)  due  to  Staphylo¬ 
coccus  spp..  Streptococcus  spp..  E.  coli. 
and  Proteus  spp.;  urinary  tract  infections 
(cystitis)  due  to  E.  coli.  Staphylococcus 
spp..  Streptococcus  spp.,  Proteus  spp., 
and  Corynebacterium  spp.;  generalized 
infections  (septicemia)  associated  with 
abscesses,  lacerations,  and  woimds,  due 
to  Staphylococcus  spp..  Streptococcus 
spp..  Bacillus  spp.,  and  PasteureUa  spp. 

(b)  It  is  administered  orally,  10  to  30 
milligrams  per  pound  of  body  weight  2 
or  3  times  daily,  1  to  2  hours  prior  to 
feeding. 

(Ul)  Duration  of  treatment.  In  dogs 
and  cats,  duration  of  treatment  is  usually 
3  to  5  days.  Continue  treatment  48  hours 
after  the  animal’s  temperature  has  re¬ 
turned  to  normal  and  aU  other  signs  of 
infection  have  subsided.  If  no  response 
is  obtained  within  3  to  5  days,  reevaluate 
diagnosis  and  treatment.  Appropriate 
laboratory  tests  should  be  conduct^,  in¬ 
cluding  in  vitro  culturing  and  suscepti- 
biUty  tests  on  samples  coUected  prior  to 
treatment. 

(iv)  Restrictions.  Federal  law  restricts 
this  drug  to  use  by  or  on  the  order  of  a 
Ucensed  veterinarian. 

§  540.107d  Ampirillin  trihydrate  soluble 
powder. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  AmpicilUn  trihy¬ 
drate  soluble  powder  is  a  dry  mix¬ 
ture  of  ampicilUn  trihydrates  with  one 
or  more  suitable  and  harmless  diluents 
and  stabilizing  agents.  Each  gram  con¬ 
tains  an  amount  of  ampicUlin  trlhydrate 


equivalent  to  88.2  milUgrams  of  ampicU- 
Un.  Its  potency  is  satisfactory  if  it  con¬ 
tains  not  less  than  90  percent  and  not 
more  than  120  percent  of  the  number  of 
milUgrams  of  ampicilUn  it  is  represented 
to  contain.  Its  moisture  content  is  not 
more  than  5.0  percent.  Its  pH  in  an 
aqueous  solution  containing  20  milU¬ 
grams  of  ampicilUn  per  miUiUter  is  not 
less  than  3.5  and  not  more  than  6.0.  The 
ampicilUn  trlhydrate  used  conforms  to 
the  standards  prescribed  by  S  440.7(a) 

(1)  of  this  chapter. 

(2)  Labeling.  It  shaU  be  labeled  in  ac¬ 
cordance  with  the  requlren^ts  of 
paragraph  (c)  of  this  section  and  9  510.55 
of  this  chapter,  and  in  addition,  this  drug 
shaU  be  labeled  "ampicilUn  soluble 
powder,  veterinary”. 

(3)  Requests  for  certification',  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  9  514.50  of  this  chapter, 
each  such  request  shaU  contain: 

(I)  Results  of  tests  and  assays  on: 

(a)  The  ampicUUn  trihydrate  used  in 
making  the  batch  for  potency,  safety, 
loss  on  drying,  pH,  ampicUlin  content, 
concordance,  crystaUinlty,  and  identity. 

(b)  The  batch  for  potency,  moistvire 
and  pH. 

(II)  Samples  required: 

(a)  The  ampicillin  trlhydrate  used  in 
making  the  batch:  10  packages,  each  con¬ 
taining  approximately  300  mUUgrams. 

(b)  The  batch:  A  minimum  of  flve  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Assay  for  potency  by  either  of 
the  foUowing  methods;  however,  the  re¬ 
sults  obtained  from  the  microbiological 
agar  diffusion  assay  shaU  be  conclusive: 

(1)  Microbiological  agar  diffusion 
assay.  Proceed  as  directed  in  9  436.105  of 
this  chapter,  preparing  the  sample  for 
assay  as  follows:  Dissolve  an  accurately 
weighed  sample,  usually  1  gram,  in  mf- 
flclent  O.lJf  potassium  phosphate  buffer. 
pH  8  0  (stdution  3)  to  give  a  stock  solu¬ 
tion  of  convenient  concentration.  Further 
dUute  an  aliquot  of  the  stodE  solutkm 

>  with  solution  3  to  the  reference  concen¬ 
tration  of  0.1  microgram  of  ampiciUin 
per  miUUiter  (estimated) . 

(U)  lodometric  assay.  Proceed  as  di¬ 
rected  in  9  436.204  of  this  chapter,  pre¬ 
paring  the  sample  as  foUows:  Dissolve 
an  accurately  w^hed  sample,  usually  1 
gram,  in  sufficient  distiUed  water  to  give 
a  stock  solution  of  convenirait  concentra¬ 
tion.  Further  dUute  an  aliquot  of  the 
stock  solution  with  distUled  water  to  the 
prescribed  concentration. 

(2)  Moisture.  Proceed  as  directed  in 
9  436.201  of  this  chapter. 

(3)  pH.  Proceed  as  directed  In 
§  436.202  of  this  chapter,  using  an  aque¬ 
ous  solution  ctmtaining  20  mUUgrams  of 
ampiciUin  per  millUiter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  conforms  to  the 
certifleation  requirements  of  paragraph 
(a)  of  this  section. 

(2)  Sponsor.  See  No.  000003  in 
9  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  Indicated 
for  oral  use  in  swine  in  the  treatment  of 
porcine  coUbaciUosis  (£.  colt)  and  sal- 
moneUosis  (Salmonella  spp.)  infections 
in  swine  up  to  75  poimds  of  body  weight. 
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and  bacterial  pneumonia  caused  by  Pas- 
teureUa  mvXtodda.  Staphylococcus  spp. 
Streptococcus  spp.  and  Salmonella  spp. 

(ii)  The  drug  is  administered  at  a 
dosage  level  of  5  milligrams  of  sunpicil- 
lin  activity  per  pound  of  body  weight 
twice  daily,  administered  orally  by  ga- 
vage  or  in  drinking  water  for  up  to  5 
days. 

(iii)  For  use  in  swine  only.  Not  for  use 
in  other  animals  which  are  raised  for 
food  production.  Treated  swine  must  not 
be  slaughtered  for  food  during  treat¬ 
ment  and  for  24  hours  following  the 
last  treatment. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.107e  Ampicillin  trihydrate 
boluses. 

(a)  Requirements  for  certification — 

(1 )  Standards  of  identity,  strength,  qual¬ 
ity  and  purity.  Ampicillin  trihydrate 
boluses  are  composed  of  ampicillin  trihy¬ 
drate  with  or  without  one  or  more  suit¬ 
able  and  harmless  diluents  buffers,  pre¬ 
servatives,  stabilizing  agents  and  lubri¬ 
cants.  Each  bolus  contains  the  equivalent 
of  400  milligrams  of  ampicillin.  Its  po¬ 
tency  is  satisfactory  if  it  is  not  less  than 
90  and  not  more  than  120  percent  of  the 
number  of  milligrams  of  ampicillin  that 
it  is  represented  to  contain.  Its  loss  on 
drying  is  not  more  than  5  percent.  The 
ampicillin  trihydrate  used  conforms  to 
the  standards  prescribed  in  §  440.7(a) 

(1)  of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  §  510.55 
of  this  chapter,  and,  in  addition,  this 
drug  shall  be  labeled  “ampicillin  boluses, 
veterinary.” 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  ampicillin  trihydrate,  used  in 
making  the  batch,  for  potency,  si^ety, 
loss  on  drying,  pH,  ampicillin  content, 
concordance,  crystallinity,  and  identity. 

(b)  The  batch  for  potency  and  loss  on 
drying. 

(ii)  Samples  required: 

(a)  The  ampicillin  trihydrate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(b)  The  batch:  A  minimum  of  36 
boluses. 

(b)  Test  and  methods  of  assay — (1) 
Potency.  Use  either  of  the  followii^ 
methods,  however,  the  results  obtained 
from  the  microbiological  agar  diffusion 
assay  shall  be  conclusive: 

(1)  Microbiological  agar  diffusion  as¬ 
say.  Proceed  as  directed  in  §  436.105  of 
this  chapter,  preparing  the  sample  for 
assay  as  follows:  Place  a  representative 
niunber  of  boluses  into  a  high-speed 
glass  blending  Jar  with  sufficient  O.IM 
potassium  phosphate  buffer  pH  8.0  (solu¬ 
tion  3)  to  give  a  stock  solution  of  con¬ 
venient  concentration.  Blend  for  3  to  5 
minutes.  Remove  an  aliquot  and  further 


dilute  with  solution  3  to  the  reference 
concentration  of  0.1  microgram  ampicil¬ 
lin  per  milliliter  (estimated). 

(ii)  lodomctric  assay.  Proceed  as  di¬ 
rected  in  9  436.204  of  this  chapter,  pre¬ 
paring  the  sample  as  follows:  Place  a 
representative  number  of  boluses  in  a 
high-speed  glass  blender  Jar  and  add 
sufficient  distilled  water  to  give  a  con¬ 
venient  concentration.  Blend  for  3  to  5 
minutes.  Further  dilute  an  aliquot  with 
distilled  water  to  the  prescribed  con¬ 
centration. 

(2)  Loss  on  drying.  Proceed  as  di¬ 
rected  in  9  436.200(a)  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Ihe  drug  is  in  bolus  form 
and  conforms  to  the  certification  require¬ 
ments  of  paragr{q>h  (a)  of  this  section. 

(2)  Sponsor.  See  No.  000003  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Related  tolerances.  See  9  556.40  of 
this  chapter. 

(4)  Conditions  of  use.  (i)  It  is  ad¬ 
ministered  orally  to  non-ruminating 
calves  for  the  treatment  of  colibaciUosis 
caused  by  E.  coli,  bacterial  enteritis 
caused  by  Salmonella  spp.  and  bacterial 
pneumonia  caused  by  Pasteurella  spp. 

(ii)  It  is  administered  at  a  dosage  level 
of  5  milligrams  per  pound  of  body 
weight  twice  daily. 

(iii)  For  use  in  non-niminatlng  calves 
only.  Not  for  use  in  other  animals  which 
are  raised  for  food  production. 

(iv)  Treated  calves  must  not  be  slaugh¬ 
tered  for  food  during  treatment  and  for 
15  days  after  the  last  treatment. 

(V)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§540.114  Benzathine  cloxacillin. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Benzathine  cloxacil- 
line  is  the  N,  N'-dibenzylethylenedlamine 
salt  of  5-methyl-3-(o-chlor(H>henyl)-4- 
isoxazolyl  penicillin.  It  is  so  purified  and 
dried  that: 

(1)  Its  potency  is  not  less  than  704  nor 
more  than  821  micrograms  of  cloxacillin 
per  milligram  on  an  anhydrous  basis. 

(ii)  It  passes  the  safety  test. 

(iii)  Its  moisture  content  is  not  more 
than  5.0  percent. 

(iv)  Its  pH  in  an  aqueous  suspension 
containing  10  milligrams  per  milliliter 
is  not  less  than  3.0  nor  more  than  6.5. 

(V)  It  passes  the  identity  test. 

(vi)  It  is  crystalline. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
9  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  9  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  safety,  moisture,  pH, 
identity,  and  crystallinity. 

(ii)  Samples  required:  10  packages, 
each  containing  approximately  300 
milligrams. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Use  the  microbiological  agar 
diffussion  assay  method.  Proceed  in  ac¬ 
cordance  with  9  436.105  of  this  chapter. 


using  the  cloxacillin  working  standard 
as  the  standard  of  comparison  and  pre¬ 
paring  the  ssunple  for  assay  as  follows: 
Dissolve  an  accurately  weighted  portion 
of  the  sample  in  sufficient  methanol  to 
give  a  convenient  stock  solution.  Im¬ 
mediately  dilute  an  aliquot  of  this  stock 
solution  with  solution  1  to  the  reference 
concentration  of  5  micrograms  of  cloxa¬ 
cillin  per  milliliter  estimated. 

(2)  Safety.  Proceed  in  accordance  with 
9  436.33  of  this  chapter. 

(3)  Moisture.  Proceed  in  accordance 
with  9  436.201  of  this  chapter. 

(4)  pH.  Proceed  in  accordance  with 

9  436.202  of  this  chapter,  using  an 
aqueous  suspension  prepared  by  adding 

10  milligrams  per  milliliter. 

(5)  Identity.  Transfer  approximately 
20  milligrams  of  the  sample  to  a  50-milli¬ 
liter  Erlenmeyer  fiask.  Add  5.0  milliliters 
of  5N  sodium  hydroxide  and  heat  in  a 
steam  bath  20  minutes.  C(X)1.  Transfer  1 
milliliter  to  an  extraction  funnel;  add 
approximately  10  milliliters  of  water  and 
1  milliliter  of  dilute  sulfuric  acid  (1:2). 
Shake  with  50  milliliters  of  ether.  Discard 
the  aqueous  layer,  and  wash  the  ether 
layer  with  approximately  30  milliliters 
of  water.  Discard  the  aqueous  layer  again 
and  extract  with  approximately  50  milli¬ 
liters  of  O.IN  sodium  hydroxide.  Obtain 
a  spectrum  of  the  O.IN  sodium  hydroxide 
solution  from  300  nanometers  to  240 
nanometers  against  a  reagent  blank. 
Treat  about  15  milligrams  of  the  cloxa¬ 
cillin  working  standard  in  the  same  man¬ 
ner.  The  sample  is  satisfactory  if  the 
spectrum  obtained  from  the  sample  solu¬ 
tion  matches  that  of  the  standard 
solution  with  maximum  at  about  282 
nanometers  and  minimum  at  about  257 
nanometers. 

(6)  Crystallinity.  Proceed  as  directed 
in  9  436.203  of  this  chapter. 

§  540.1 14ii  Sterile  benzathine  cloxacil¬ 
lin, 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Benzathine  cloxa¬ 
cillin  is  the  N,N'-dibenzylethylenedia- 
mine  salt  of  5-methyl-3-(o-chloro- 
phenyl) -4-isoxazolyl  penicillin.  It  is  so 
purified  and  dried  that: 

(1)  Its  potency  is  not  less  than  704  nor 
more  than  821  micrograms  of  cloxacillin 
per  milligram  on  an  anhydrous  basis. 

(ii)  It  is  sterile. 

(iii)  It  psisses  the  safety  test. 

(iv)  Its  moisture  content  is  not  more 
than  5.0  percent. 

(V)  Its  pH  in  an  aqueous  suspension 
containing  10  milligrams  per  milliliter  is 
not  less  than  3.0  nor  more  than  6.5. 

(vi)  It  passes  the  identity  test. 

(vii)  It  is  crystalline. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
9  432.5  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  9  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on  the 
batch  for  potency,  sterility,  safety,  mois¬ 
ture,  pH,  Identity,  and  crystallinity. 

(ii)  Samples  required: 
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(a)  For  all  tests  except  sterility:  10 
packages,  each  containing  approximately 
300  milligrams. 

(b)  For  sterility  testing:  20  packages, 
each  containing  approximately  600 
milligrams. 

(b)  Tests  and  methods  of  assap~(l) 
Potency.  Use  the  microbiological  agar 
diffusion  assay  method:  Proceed  in  ac¬ 
cordance  with  §  436.105  of  this  chapter, 
using  the  cloxacillin  working  standard  as 
the  standard  of  comparison  and  prepare 
the  sample  for  assay  as  follows :  Dissolve 
an  accurately  weighed  portion  of  the 
sample  in  sufficient  methanol  to  give  a 
convenient  stock  solution.  Immediately 
dilute  an  aliquot  of  this  stock  solution 
with  solution  1  to  the  reference  concen¬ 
tration  of  5.0  micrograms  of  cloxacillin 
per  milliliter  estimated. 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the  meth¬ 
od  described  in  paragraph  (e)  (2)  of  that 
section,  except  use  mediiun  C  in  lieu  of 
medium  A,  medium  F  in  lieu  of  medium 
E,  and  during  the  period  of  incubation 
shake  the  tubes  at  least  once  daily. 

(3)  Safety.  Proceed  in  accoixiance 
with  S  436.33  of  this  chapter. 

(4)  Moisture.  Proceed  in  accordance 
with  §  436.201  of  this  chapter. 

(5)  pH.  Proceed  in  accordance  with 
§  436.202  of  this  chapter,  using  an 
aqueous  suspension  prepared  by  adding 
10  milligrams  per  milliliter. 

(6)  Identity.  Transfer  approximately 
20  milligrams  of  the  sample  to  a  50- 
milliliter  Erlenmeyer  flask.  Add  5.0  mil¬ 
liliters  of  bN  sodium  hydroxide  and  heat 
in  a  steam  bath  20  minutes.  Cool.  Trans¬ 
fer  1  milliliter  to  an  extraction  funnel; 
add  approximately  10  milliliters  of  water 
and  1  milliliter  of  dilute  sulfuric  acid 
(1:2).  Shake  with  50  milliliters  of  ether. 
Discard  the  aqueous  layer  and  wash  the 
ether  layer  with  approximately  30  milli¬ 
liters  of  water.  Discard  the  aqueous  layer 
again  and  extract  with  approximately 
50  milliliters  of  O.liV  sodium  hydroxide. 
Obtain  a  spectrum  of  the  0.1^  sodium 
hydroxide  solution  from  300  nanometers 
to  240  nanometers  against  a  reagent 
blank.  Treat  about  15  milligrams  of  the 
cloxacillin  working  standard  in  the  same 
manner.  The  sample  is  satisfactory  if  the 
spectrum  obtained  from  the  sample  solu¬ 
tion  matches  that  of  the  standard  solu¬ 
tion  with  maximum  at  about  282  nano¬ 
meters  and  minimum  of  about  257  nano¬ 
meters. 

(7)  Crystallinity.  Proceed  as  directed 
in  §  436.203  of  this  chapter. 

§  540.119  Sodium  dicloxarillin  mono- 
hydrato  rapsules. 

(a)  RequiremenU  for  cerUftcaUon — 

(1)  Standards  of  identity,  strength,  qual~ 
ity,  and  purity.  Sodium  dicloxacflUn 

monohydrate  capsules  are  composed  of 
sodium  dicloxacillin  monohydrate  and 
one  or  more  suitable  diluents  and  lubri¬ 
cants.  Each  capsule  contains  sodium 
dicloxacillin  moncdiydrate  equivalent  to 
50, 100,  200,  or  500  milligrams  of  dicloxa¬ 
cillin.  Its  potency  is  satisfactory  if  it  is 
not  less  than  90  percent  and  not  more 
than  120  percent  of  the  number  of  milli¬ 
grams  of  dicloxacillin  that  it  is  repre¬ 
sented  to  contain.  The  moisture  content 


is  not  more  than  5  percent.  ITie  sodium 
dicloxacillin  monohydrate  conforms  to 
the  requirements  of  {  440.19(a)  (1)  of  this 
chapter. 

(2)  labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  9  510.55 
of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(a)  The  sodium  dicloxacillin  mono- 
hydrate  iised  In  making  the  batch  for 
potency,  safety,  moisture,  pH,  organic 
chlorine  content,  free  chloride  content, 
crystallinity,  and  Identity. 

(b)  The  batch  for  potency  and  mois¬ 
ture. 

(11)  Samples  required: 

(a)  The  sodium  dicloxacillin -mono- 
hydrate  used  in  making  the  batch:  10 
(xmtainers,  each  containing  not  less  than 
500  mlUUu^uns. 

(b)  The  batch:  A  minimum  ot  30 
capsules. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (1)  Sample  preparation.  Place 
a  representative  number  of  capsules  into 
a  high-speed  glass  blender  Jar  contain¬ 
ing  sufficient  1  percent  potassium  phos¬ 
phate  buffer,  pH  6.0  (solution  1),  to  give 
a  stock  solution  of  convenient  concen¬ 
tration.  Blend  for  3  to  5  minutes.  Remove 
an  aliquot  and  f  urtho:  dilute  with  solu¬ 
tion  1  to  the  reference  concentration  of 
5  micrograms  of  dicloxacillin  per  milli¬ 
liter  (estimated)  for  the  microbiological 
agar  diffusion  assay  and  to  the  pre¬ 
scribed  concentration  for  the  lodometric 
assay. 

(11)  Assay  procedure.  Asny  for  po¬ 
tency  by  ^ther  of  the  following  methods; 
however,  the  results  obtained  from  the 
microbiological  agar  diffusion  assay  shall 
be  conclusive. 

(a)  Microbiological  agar  diffusion  as¬ 
say.  Proceed  as  directed  in  9  436.105  of 
this  chapter. 

(b)  lodometric  assay.  Proceed  as  di¬ 
rected  in  9  436.204  of  this  chstf>ter. 

(2)  Moisture.  Proceed  as  directed  in 
9  436.201  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  is  in  capsule 
form  and  conforms  to  the  certiflcaticm 
requirements  of  paragraph  (a)  of  this 
section. 

(2)  Sponsor.  See  No.  000015  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  It  is  used  in 
dogs  in  the  treatment  of  pyoderma 
(pyogenic  dermatitis)  known  to  be  due 
to  penicillinase-producing  staphylococci 
which  have  been  shown  to  be  sensitive  to 
the  drug. 

(ii)  It  is  administered  to  dogs  at  the 
rate  of  5  milligrams  to  10  milligrams  per 
pound  of  body  weight,  three  times  daily. 
In  severe  cases  the  dose  may  be  increased 
to  25  milligrams  per  poimd  of  body 
weight  three  times  daily.  Treatment 
should  be  continued  for  24  to  48  hours 
after  the  animal  has  become  afebrile  or 
asymptomatic.  The  drug  should  be  ad¬ 
ministered  1  to  2  hours  before  feeding  to 
insure  maximum  absorption. 


(iii)  For  use  in  the  treatment  of  dogs 
only.  Not  for  use  in  animals  which  are 
raised  for  food  production. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.129  Potassium  hetacUlin  oral  dos¬ 
age  forms. 

§  540.129a  Potassium  hetacillin  tablets. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Potassliun  hetacil¬ 
lin  tablets  are  composed  of  po¬ 
tassium  hetacillin  with  or  without  one 
or  more  sultaUe  buffer  substances,  dilu¬ 
ents.  btaiders.  lubricants,  flavorings,  and 
odorlngs.  Each  tablet  contains  an 
amount  of  potassium  hetacillin  equiva¬ 
lent  to  50,  100,  or  200  milligrams  of  am- 
plcillln.  Its  potoicy  Is  satisfactory  if  It 
contatos  not  less  than  90  percent  and  not 
more  than  120  percent  of  the  number  of 
miUlgrams  of  amplclUln  that  It  Is  repre¬ 
sented  to  contain.  The  moisture  content 
Is  not  more  than  5  percent.  Tablets  shall 
disintegrate  within  30  minutes.  The  po¬ 
tassium  betadnm  used  conforms  to  the 
requirements  of  9  440.29  of  this  chapter. 

(2)  LdbeUng.  It  shall  be  labtied  in  ac¬ 
cordance  with  the  requirements  of 
paragrm>h  (c)  of  this  section  and  9  510.55 
of  this  chapter. 

(3)  Requests  for  certification:  sam¬ 
ples.  In  addition  to  comiflylng  with  the 
requirements  of  section  512(b)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
and  9  514.50  of  this  chapter,  each  such 
requert  shall  contain: 

(1)  Results  of  tests  and  assays  on: 

(a)  Hie  potasslnm  hetacflUn  used  In 
making  the  batch  for  potency,  safe^, 
moisture,  pH,  potassium  hetacillin  con¬ 
tent,  identity,  and  crystallinity. 

(b)  The  batch  for  potency,  moisture, 
and  disintegration  time. 

(U)  Samples  required: 

(a)  The  potassium  hetacillin  used 
In  making  the  batch:  10  packages, 
each  containing  approxlmatdy  300 
milligrams. 

(b)  The  batch:  A  minimum  of  36 
tablets. 

(b)  Tests  stud  methods  of  assay — (1) 
Potency.  Proceed  as  directed  for  ampl- 
cillln  In  9  436.105  of  this  cluster,  using 
the  ampicillln  working  standard  as  the 
standard  of  comparison  and  pr^^arlog 
the  sample  for  asMy  as  follows:  Place  a 
rqyresentative  number  of  tablets  in  a 
ld^Hq>eed  tfiass  blender  with  sufficient 
0.1Jf  potasslnm  phoquhate  buffer,  pH 
8.0  (solution  3),  to  give  a  stock  solution 
of  convenient  ooncoitration.  Blend  for 
3  to  5  minutes.  Furthor  dilute  an  aliquot 
of  the  stock  solution  with  solution  3  to 
the  reference  concentration  of  0.1  micro- 
gram  of  mpirfiun  per  milliliter 
(estimated). 

(2)  Moisture.  Proceed  as  directed  in 
9  436.201  oi  this  chapter. 

(3)  DWnteprotton  time.  Proceed  as  di¬ 
rected  in  i  436.212  of  this  chapter,  using 
the  procedure  described  in  9  436.212(e) 
(1)  (ff  this  dumter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  is  in  capsifle  or 
taUet  form.  The  capsules  conform  to  the 
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co-tification  requirements  of  S  540.129b. 
and  the  tablets  conform  to  the  certiflca- 
tion  requirements  of  paragraph  (a)  of 
this  section. 

(2)  Sponsor.  See  No.  000015  in  S  510.- 
600(c)  of  this  chapter. 

(3>  Conditions  of  use.  (i)  It  is  used  in 
dogs  and  cats  as  a  treatment  against 
strains  of  organisms  sensitive  to  potas¬ 
sium  hetatdllin  and  associated  with  res¬ 
piratory  tract  infections,  urinary  tract 
infections,  gastrointestinal  infectians, 
nMn  infections,  soft  tissue  infections,  and 
postsurgical  infections. 

(ii)  Dosage  is  administered  as  follows: 

(a)  In  dogs,  administer  twice  daily  at 
a  Tninimiim  rate  of  5  milligrams  per 
pound  of  body  weight.  In  severe  infec¬ 
tions  the  frequency  of  the  dosage  may  be 
increased  to  three  times  daily,  or  alter¬ 
native,  the  dosage  may  be  increased  to 
10  mlDigrains  per  pound  of  body  weight 
twice  daily.  For  stubborn  urinary  tract 
Infections,  the  dosage  may  be  increased 
to  20  milligrams  per  pound  of  body 
welfi^t  twice  daily.  Treatment  should  be 
continued  for  48  to  72  hours  after  the 
animal  has  become  afebrile  or  asympto¬ 
matic.  The  oral  drug  should  be  admin¬ 
istered  l.to  2  hours  prior  to  feeding  to 
ensure  maximtun  absorption. 

In  stubborn  infections,  thettqoy  may  be 
required  for  several  weeks. 

(b)  In  cats  the  recommended  dosage 
is  50  milligrams  twice  daily.  Treatment 
should  be  ocmtinued  for  48  to  72  hours 
after  the  animal  has  become  afebrile  or 
asymptomatic.  The  oral  drug  sliould  be 
administered  in  a  fasting  state  to  ensure 
maximum  absorption.  In  stubborn  infec¬ 
tions,  therapy  may  be  required  for  several 
wedcs. 

(iii)  For  use  in  dogs  and  cats  only.  Not 
to  be  used  in  animals  which  are  raised 
for  food  production. 

(iv)  For  use  only  by  or  the  order  of 
a  licensed  veterinarian. 

§  540.129b  PotsMium  hetacillin  cap¬ 
sules. 

(a)  Requirements  for  cerURcatkm— 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Potassium  hetacil- 
Un  ct^ules  are  composed  of  potas- 
siiun  netacillin  with  or  without  one 
or  more  suitable  diluents,  lubricants, 
and  drying  agents.  Each  capsule  con¬ 
tains  an  amoimt  of  potassium  hetacillin 
equivalent  to  50,  100,  or  200  milligrams 
of  amplcillin.  Its  potency  is  satisfactory 
if' it  contains  not  less  than  90  percent 
and  not  more  than  120  percent  of  the 
number  of  milligrams  of  ampiciUln  that 
it  is  represented  to  contain.  The  moisture 
content  is  not  more  than  3  percent.  The 
potassium  hetacillin  used  conforms  to 
the  requirements  of  S  440.29. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§§  540.129a  and  510.55  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complsring  with  the 
requirements  of  section  512(b)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
and  S  514.50  of  this  chapter,  each  such 
request  shall  contain : 


(1)  Results  of  tests  and  assays  on: 

(a)  Hie  potassium  hetacillin  used  in 
making  the  batch  for  potency,  safety, 
moisture,  pH.  potassium  hetacillin  con¬ 
tent.  identity,  and  crystalUnity. 

(b)  The  batch  for  potency  and  mois¬ 
ture. 

(li)  Samples  required: 

(a)  The  potassium  hetacillin  used  in 
mmirtng  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(b)  The  batch:  A  minimum  of  SO 
capsules. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  for  am- 
picillin  in  S  436.105  of  this  chapter,  using 
the  ampiciUln  woriclng  standard  as  the 
standard  of  comparison  and  preparing 
the  sample  for  assay  as  foUows:  Place  a 
representative  number  of  capsules  in  a 
high-speed  glass  blender  with  sufBcient 
O.IM  potassium  phosphate  buffer,  pH  8.0 
(solution  3),  to  give  a  stock  solution  of 
convenient  concentration.  Blend  for  3  to 
5  minutes.  Further  dilute  an  aUquot  of 
the  stock  solution  with  solution  3  to  the 
reference  concentration  of  0.1  microgram 
of  ampiciUln  per  milUUter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(c)  Conditions  of  marketing.  The  con¬ 
ditions  of  marketing  of  potassium  heta- 
cilUn  capsules  are  described  in  $  540.129a 

(c). 

§  540.129c  Potassium  hetaciUin  oral 
suspension. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality  and  purity.  Potassium  hetacU- 
Un  oral  suspension  is  potassium  hetacil¬ 
lin  with  one  or  more  suitable  and 
harmless  colorings,  flavorings  and  gelling 
agents  suspended  in  a  suitable  and  harm¬ 
less  non-aqueous  vehicle.  It  contains  In 
eat^  milliliter  an  amount  of  potassium 
hetacillin  equivalent  to  50  miiligrama  of 
ampienUn.  Its  potency  is  satisfactory  if  it 
contains  not  less  than  90  peremt  and  not 
more  than  120  percent  of  the  number 
oi  milligrams  of  ampiciUln  It  is  rq>re- 
sented  to  contain.  Its  moisture  content  Is 
not  more  than  1.0  percent.  Its  pH  is  not 
less  than  7.0  and  not  more  than  9.0.  It 
gives  a  positive  Identity  test  for  hetacU- 
Un.  The  potassium  hetaciUln  used  con¬ 
forms  to  the  requirements  of  9  440.29  of 
.this  chaptiT. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  9  510.55 
of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  9  514.50  of  this  chapter, 
each  such  request  shaU  contain: 

(1)  Results  of  tests  and  assays  on: 

(a)  The  potassium  hetaciUln  used  in 
making  the  batch  for  potency,  safety, 
moisture,  pH,  potassium  hetaciUin  con¬ 
tent,  Identity  and  crystalUnity. 

(b)  The  batch  for  potency,  moisture. 
pH  and  Identity. 

(il)  Samples  required:  > 

la)  The  potassium  hetaciUln  used  in 
making  the  batch.  10  packages,  each 


containing  approximately  300  mUU- 
grams. 

(b)  The  batch:  A  minimum  of  eli^t 
immediate  containers. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  for  amplcU- 
Un  in  i  436.105  of  this  chapter,  using 
the  ampiciUln  working  standard  as  the 
standard  for  comparison  and  preparing 
the  sample  for  assay  as  foUows:  Place 
an  accurattiy  measured  aUquot  (usually 
1  millUiter)  into  a  high-speed  tfass 
blmder  Jar,  with  sufficient  0.1  M  potas¬ 
sium  phosphate  buffer,  pH  8.0  (solution 
3)  to  give  a  stock  solution  of  convenloit 
cmicentration.  Blend  3  to  5  minutes.  Fur¬ 
ther  dUute  an  oUquot  of  the  stock  solu¬ 
tion  with  solution  3  to  the  reference  con¬ 
centration  of  0.1  microgram  of  amplcU- 
lin  per  mUliUter  (estimated) . 

(2)  Moisture.  Proceed  as  directed  in 
9  436.201  of  this  chapter. 

(3)  pH.  Proceed  as  directed  in 
9  436.202  of  this  chapter,  preparing  the 
sample  as  foUows:  Transfer  about  5.0 
miUUiters  of  the  weU  shaken  sample  to 
a  centrifuge  tube.  Add  10  milUUters  of 
benzene,  shake  vigorously  for  3  minutes 
and  centrifuge  at  medium  speed  for  5 
minutes.  Carefully  decant  the  benzene 
without  dlstiuhlng  the  precipitate.  Add 
5  mUUUters  of  carbon  dioxide-free  dls- 
tilled ' 

(4)  HetacUlin  identity.  Proceed  as  di¬ 
rected  in  9  436.305  of  this  chiq?ter  pre¬ 
paring  the  sample  solution  as  foUows: 
Place  1.0  mllUliter  of  the  weU  shaken 
sample  into  a  50-mUlUiter  volumetric 
flask.  Bring  to  volume  with  a  4:1  solu¬ 
tion  of  acetone  and  0.1  N  hydrochloric 
acid. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  is  in  liquid  form 
and  conforms  to  the  certifleatiem  require¬ 
ments  of  paragraph  (a)  of  this  section. 

(2)  Sponsor.  Sm  No.  000015  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used  in 
dogs  and  cats  as  a  treatment  against 
strains  of  organisms  susceptible  to 
potassium  hetacillin  and  associated  with 
respiratory  tract  infections,  urinary  tract 
infections,  gastrointestinal  infections, 
skin  infections,  soft-tissue  infections, 
and  post-surgical  infections. 

(ii)  Dosage  is  administered  as  foUows: 

(a)  In  dogs,  administer  twice  daily  at 
a  minimum  rate  of  5  milligrams  per 
pound  of  body  weight.  In  severe  infec¬ 
tions  the  frequency  of  the  dosage  may  be 
increased  to  three  times  daily,  or  alterna¬ 
tively,  the  dosage  may  be  increased  to  10 
mUligiams  per  poimd  of  body  weight 
twice  daUy.  For  stubborn  urinary  tract 
infections,  the  dosage  may  be  increased 
to  20  miUigrams  per  pound  of  body 
weight  twice  daily.  Treatment  should  be 
continued  for  48  to  72  hours  after  the 
animal  has  become  afebrile  or  asymp¬ 
tomatic.  Hie  drug  should  be  adminis¬ 
tered  1  to  2  hours  prior  to  feeding  to  in¬ 
sure  maximum  absorption.  In  stubborn 
infections,  thenq^y  may  be  required  for 
several  weeks. 

lb)  In  cats  the  recommended  dosage 
is  50  milligrams  twice  daily.  Treatment 
should  be  ctmtinued  for  48  to  72'liiOurs 
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after  the  ftnimai  has  become  afebrile  or 
asymptomatic.  The  dnig  should  be  ad¬ 
ministered  1  to  2  hours  prior  to  feeding  to 
Insure  maximum  absorption.  In  stubborn 
infections,  therapy  may  be  required  for 
several  weeks.  ' 

(iii)  For  use  in  dogs  and  cats  only.  Not 
to  be  used  in  nnima-is  raised  for  food 
production. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  lic«ised 
veterinarian. 

§  540.153  Aluminum  p4‘nirilUn  tabletn. 

(a)  Requirements  for  certification — 

(1)  The  requirements  for  certification 
for  aluminum  penicillin  tablets  are  de¬ 
scribed  under  §  440.153  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use.  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed 
by  §  440.153(a)  (3)  of  this  chapter,  ex¬ 
cept  that  in  heu  of  the  statement  “Cau¬ 
tion:  Federal  law  prohibits  dispensing 
without  prescription”,  each  package 
shall  Include  information  containing 
directions  and  warnings  adequate  for 
the  veterinary  use  of  the  drug  by  the 
laity  and  the  statement  “Warning — Not 
for  use  in  animals  which  are  raised  for 
food  production.” 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  aluminum 
penicillin  tablets  are  described  imder 
S  440.153  of  this  chapter. 

§  540.155  Benzathine  penicillin  C  oral 
sufipeniiion,  benzathine  penicillin  C 
for  oral  nuspension  (benzathine  pen¬ 
icillin  G  powder). 

(a)  Requirements  for  certification — 

(1)  The  requirements  for  certification 
for  benzathine  penicillin  G  oral  suspen¬ 
sion  and  benzathine  penicillin  O  for  oral 
suspension  (benzathine  penicillin  G  pow¬ 
der)  are  described  under  §  440.155c  of 
this  chapter. 

(2)  When  it  is  packaged  for  dispensing 
and  it  is  intend^  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
S  440.155c(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  include 
information  containing  directions  and 
warnings  for  the  veterinary  use  of  the 
drug  by  the  laity  and  the  statement 
“Warning — Not  for  use  in  animals  which 
are  raised  for  food  production.” 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  benza¬ 
thine  penicillin  G  oral  suspension  and 
benzathine  penicillin  G  for  oral  suspen¬ 
sion  (benzathine  penicillin  G  powder) 
are  described  under*  §  440.155c  of  this 
chapter. 

§  540.160  Dibenzylamine  penicillin  and 
potassium  penicillin  powder,  buff¬ 
ered. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  dibenzylamine  penicillin  and  potas¬ 
sium  penicillin  powder,  buffered,  are  de¬ 
scribed  imder  §  440.160  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 


ing  and  intended  for  veterinary  use,  its 
label  and  labeling  shall  comply  with  all 
the  requirements  prescribed  by  8  440.160 
(a)  (3)  of  this  chapter,  except  that  In 
lieu  of  the  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription,”  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity  and  the  state¬ 
ment  “Warning — Not  for  use  in  animals 
which  are  raised  for  food  production.” 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  dibenzyl¬ 
amine  penicillin  and  potassium  penicil¬ 
lin  powder,  buffered,  are  described  under 
8  440.160  of  this  chapter. 

§  540.163  Epliedrine  penicillin  tabletH. 

( a )  Requirements  for  certification.  ( 1 ) 
The  requirements  for  certification  for 
ephedrine  penicillin  tablets  are  described 
under  8  440.563  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
8  440.563(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  with¬ 
out  prescription”,  each  package  shall  in¬ 
clude  information  containing  directions 
and  warnings  adequate  for  the  veter¬ 
inary  use  of  the  drug  by  the  laity  and 
the  statement  “Warning — ^Not  for  use  in 
animals  which  are  raised  for  food 
production.” 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  ephedrine 
penicillin  tablets  are  described  ‘under 
8  440.563  of  this  chapter. 

§  540.166  Hydrabamine  penicillin  C 
oral  suspension. 

(a)  Requirements  for  certification — 
( 1 )  The  requirements  for  certification  for 
hydrabamine  penicillin  G  oral  suspen¬ 
sion  are  described  under  8  440.166  of  this 
chapter. 

(2)  When  it  is  packaged  for  dispensing 
and  intended  solely  for  veterinary  use, 
its  label  and  labeling  shall  comply  with 
all  the  requirements  prescribed  by  8  440.- 
166(a)  (3)  of  this  chapter,  except  that  in 
lieu  of  the  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription.”  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity  and  the  state¬ 
ment  “Warning — Not  for  use  in  animals 
which  are  raised  for  food  production.” 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  hydrab¬ 
amine  penicillin  G  oral  suspension  are 
described  under  8  440.166  of  this  chapter. 

§  540.173  Potassium  phenoxymethyl 
penicillin  oral  dosage  forms. 

§  540.173a  Phenoxymethyl  penicillin  for 
oral  suspension;  potassium  phe¬ 
noxymethyl  penicillin  for  oral  Mo¬ 
tion. 

(a)  Requirements  for  certification — 
( 1 )  The  requirements  for  certification  for 
phenoxymethyl  penicUlin  for  oral  sus¬ 
pension  and  potassium  phenoxymethyl 


penicillin  for  oral  solution  are  described 
under  8  440.171b(a)  of  this  chapter. 

(2)  When  phenoxymethyl  penicillin 
for  oral  suspension  and  potassium  phe¬ 
noxymethyl  penicillin  for  oral  solution 
are  packaged  for  dispensing  and  intended 
solely  for  veterinary  use.  their  label  and 
labeling  shall  comply  with  all  the  re¬ 
quirements  prescribed  by  paragr£q>h  (c) 
of  this  section  and  8  510.55  of  this  chap¬ 
ter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  phenoxy¬ 
methyl  penicillin  for  oral  suspension  are 
described  under  8  440.171b(b)  of  this 
chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  consists  of 
soluble  granules  which  conform  to  the 
certification  requirements  of  paragraph 
(a)  of  this  section. 

(2)  Sponsors.  To  No.  000986  in 
8  510.600(c)  of  this  chapter,  approval  for 
soluble  granules  which  when  dissolved  in 
water  produce  a  solution  of  125  or  250 
milligrams  of  potassium  idienoxsmiethyl 
p^cillin  per  5  milliliters;  to  043731,  ap¬ 
proval  for  125  milligrams  per  5  milliliters. 

(3)  Conditions  of  use.  (i)  The  drug  is 
administered  to  dogs  and  cats  orally  for 
the  treatment  respiratory,  urogenital, 
skin  and  soft  tissue  infections  and 
septicemia  caused  by  pathogens  sus¬ 
ceptible  to  potassium  phenoxymethyl 
penicillin. 

(ii)  It  is  administered  at  a  dosage  of  10 
to  15  milligrams  per  pound  of  body 
weight  every  6  to  8  hours. 

(Ui)  It  should  be  administered  1  to  2 
hours  prior  to  feeding  for  maximum 
absorption. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.173b  Penicillin  tablets. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
of  penicillin  tablets  are  described  under 
8  440.180a  this  chapter. 

(2)  Whm  penicillin  tablets  are  pack¬ 
aged  for  dispensing  and  intended  solely 
fOT  veterinary  use:  (i)  The  label  and 
labeling  shall  comply  with  all  the  re¬ 
quirements  prescribed  by  8  440.180a(a) 

(3)  of  this  chapter,  except  that  in  lieu  of 
the  statonent  “Caution:  Federal  law 
prohibits  dispensing  without  prescrip¬ 
tion”,  each  package  shall  include  infor¬ 
mation  containing  directions  and  warn¬ 
ings  adequate  for  the  veterinary  use  of 
the  drugs  by  the  laity  in  all  cases  except 
those  in  which  the  vet^inary  prescrip¬ 
tion  statement  is  required  by  regulations 
under  paragraph  (c)  of  this  section.  In 
those  cases,  the  veterinary  prescription 
statemmt  shall  comply  with  the  requlre- 
moits  prescribed  by  8  201.105  of  this 
chiq;>ter. 

(11)  If  it  contains  added  vitamins,  the 
labels  diall  bear  the  name  and  quantity 
of  each  substance  and  a  statement  that 
such  substances  are  present  <»ily  for 
furnishing  addititmal  vitamins  while  ani¬ 
mals  are  eating  less  feed. 

(iii)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  it  shall  be 
used  in  accordance  with  8  540.174a  of 
this  chapter. 
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(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  penicillin 
tablets  ai«  described  under  §  440.180a  of 
this  chapter. 

(c)  Conditions  of  marketing — (1) 

Specifications.  Each  tablet  contains  po- 

phenoxymethyl  penicillin  and 
conforms  to  the  certification  require¬ 
ments  of  paragraph  (a)  of  this  section. 

(2)  Sponsors.  To  Na  000986  in  S  510.- 
600(c)  of  this  chapter,  approval  for 
tablets  containing  125,  250,  or  500  milli¬ 
grams  of  the  drug;  to  043731,  approval 
for  tablets  containing  125  or  ^50  milli¬ 
grams  of  the  drug. 

(3)  Conditions  of  use.  (i)  The  drug  is 
administered  to  doss  and  cats  for  the 
treatment  of  respiratory,  urogenital,  skin 
and  soft  tissue  infections  and  septicemia 
caused  by  pathogens  susceptible  to  potas¬ 
sium  phenoxymethyl  penicillin. 

(ii)  It  is  administered  orally  at  a 
dosage  of  10  to  15  millisrams  per  pound 
of  body  weight  every  6  to  8  hours. 

(iii)  It  should  be  administered  1  to  2 
hours  prior  to  feeding  for  maximum  ab¬ 
sorption. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.174  Procaine  penicillin  oral  dos* 
age  forms. 

§  540.174a  Buffered  penicillin  powder, 
penicillin  powder  with  buffer^  aque¬ 
ous  diluent. 

(a)  Requirements  for  certification — 

(1)  The  requirements  for  certification 
for  buffered  penicillin  powder  and  peni¬ 
cillin  powder  with  buffered  aqueous 
diluent  are  described  under  S  440.180f 
of  this  chapter. 

(2)  When  buffered  penicillin  powder 
and  penicillin  powder  with  buffered 
aqueous  diluent  are  packaged  for  dis¬ 
pensing  and  intended  solely  for  veter¬ 
inary  use:  (i)  Their  labels  and  labeling 
Khali  comply  with  all  the  requirements 
prescribed  by  §  440.180f (a)  (-3)  of  this 
chapter,  except  that  in  lieu  of  the  state¬ 
ment  “Caution:  Federal  law  prohibits 
dispensing  without  prescription",  each 
package  shall  include  information  con¬ 
taining  directions  and  warnings  ade¬ 
quate  for  the  veterinary  use  of  the  drug 
by  the  laity. 

(ii)  If  it  contains  added  vitamins  or 
minerals,  the  labels  shall  bear  the  name 
and  quantity  of  each  such  substance 
smd  a  statement  that  such  substances 
are  present  only  for  furnishing  addi¬ 
tional  vitamins  and  minerals  while  ani¬ 
mals  are  eating  less  feed. 

(iii)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  it  shall  be 
used  in  accordai^  with  paragraph  (c) 
of  this  section. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  buffered 
poiicillin  powder  are  described  under 
S  440.180f  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  CtHnplies  with  the  re¬ 
quirements  for  procaine  penicillin  found 
in  paragraph  (a)  of  this  section  or 
§  540.713b. 

(2)  Sponsor.  [Reserved] 

(3)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (c)  (5) 


of  this  section  refer  to  the  activity  of 
the  master  standard. 

(4)  Related  tolerances.  See  i  556.510 
of  this  chapter. 

(5)  Conditions  of  use.  It  is  used  in  the 
drinking  water  of  dfickens  as  follows: 

(i)  Amount  per  gallon.  100,000  units. 

(a)  Indications  for  use.  For  treatment 
of  chrcmic  re^iratory  disease  (air-sac 
infection)  and  blue  ctxnb  (nonspecific 
infectious  enteritis) . 

(b)  Limitations.  As  procaine  penicil¬ 
lin;  not  for  use  in  laying  chickens;  pre¬ 
pare  fresh  s(dution  daily;  withdraw  1 
day  before  slaughter;  as  sole  source  of 
penicillin. 

(ii)  Amount  per  gallon.  50,000  to  100,- 
000  units. 

(o)  Indications  for  use.  For  prevention 
of  chronic  respiratory  disease  (air-sac 
infecticm)  and  blue  comb  (nonspecific 
infectious  enteritis) . 

(b)  Limitations.  As  procaine  penicil¬ 
lin;  not  for  use  in  lairing  chickens;  pre¬ 
pare  fresh  s<dution  daily;  withdraw  1 
day  before  slaughter;  as  s(^  source  of 
penicillin. 

§  540.174b  Penicillin  atreptomycin  pow¬ 
der;  penicillin-dihydroetreptomycin 
powder. 

(a)  Requirements  for  certification. 
PenicUlln-streptCHnycin  powder  and 
penicillin-dihydrostreptomycln  powder 
conform  to  all  the  requirements  and  are 
subject  to  all  procedmes  prescribed  by 
S  440.180b  (a)  of  this  chapter  for  penlcil- 
lin-strephMnycin  tablets  and  pencilUn- 
dihydrostreptomycin  tablets,  except  that; 

(1)  Each  gram  cmitains  not  less  than 
50,000  units  of  penicillin  (except  if  It  Is 
intended  solely  for  veterinary  use  each 
gram  contains  not  less  than  2,200  units 
of  penicillin)  and  not  less  thgn  5  milU- 

•  grams  of  streptomycin  or  dihydrostrep¬ 
tomycin.  Its  moisture  content  is  not  more 
than  1.0  percent,  except  that  if  it  is 
intended  solely  for  vetolnary  use:  It  is 
not  more  than  2.0  percent  if  it  contains 
not  more  than  110  milligrams  of  strepto¬ 
mycin  or  dihydrostreptomycin  per  gram: 
or  it  is  not  more  Uian  3.5  percent  if  it 
contains  more  than  110  milligrams  of 
streptomycin  or  dihydrostreptomycln  per 
gram;  and  the  person  who  requests 
certification  has  submitted  to  the  Com¬ 
missioner  results  of  tests  and  assays  that 
show  that  such  amounts  of  moisture  do 
not  adrersdy  affect  Uie  stability  of  such 
veterinary-use  drug. 

(2)  In  lieu  of  the  labeling  prescribed 

by  9  440.180b(a)(l)(U)  of  this  chapter, 
each  package  shall  bear  on  the  outside 
wrapper  or  container  and  the  immediate 
container  the  number  of  units  of  penicil¬ 
lin  and  the  number  of  milligrams  of 
streptomycin  or  dihydrostreptomycin  in 
each  gram  and  the  statement  "Expira¬ 
tion  date _ ”,  the  blank  being 

filled  in  with  the  date  which  is  12  months 
after  the  month  during  which  the  batch 
was  certified,  except  that  the  blank  may 
be  filled  in  with  the  date  that  is  18 
months  or  24  months  after  the  month 
during  which  the  batch  was  certified  if 
the  person  who  requests  certification  has 
submitted  to  the  Commissioner  results 
of  tests  and  assays  that  show  such  drug 


as  prepared  by  him  is  stable  for  such 
period  of  time. 

(3)  In  lieu  of  the  minimiun  number 
of  tablets  prescribed  by  9  440.180b(a)  (1) 

(iii)  of  this  chapter,  a  person  who  re¬ 
quests  certification  of  a  batch  shall  sub¬ 
mit  with  his  request  a  sample  of  the 
batch  consisting  of  1  immediate  container 
for  each  5,000  immediate  containers  but 
in  no  case  less  than  6  Immediate  con¬ 
tainers.  Such  sample  shall  be  collected 
by  taking  single  immediate  containers  at 
such  intervals  throughout  the  entire  time 
of  packaging  the  batch  that  the  quanti¬ 
ties  packaged  during  the  intervals  are 
approximately  equal. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Penicillin  content.  Use  an 
accurately  weighed  sample  of  approxi¬ 
mately  1  gram  and  proceed  as  directed 
in  9  440.80a(b)  (1)  of  this  chapter,  except 
paragraph  (b)(1)  (ix)  of  that  section. 
The  penicillin  content  of  the  powder  is 
satisfactory  if  it  contains  not  less  than  85 
percent  of  the  number  of  units  that  it  is 
represented  to  contain. 

(ii)  Streptomycin  content.  Use  an  ac¬ 
curately  weighed  sample  of  approxi¬ 
mately  1  gram  and  proceed  as  directed 
in  9  536.502(a)(2).  The  streptomycin 
content  of  the  powder  is  satisfactoiy  If 
it  contains  not  less  than  85  perc«at  of 
the  number  of  milligrams  of  acttvl^ 
that  it  is  represented  to  contain. 

(iii)  Dihydrostreptomycin  content. 
Use  an  acciutitely  weighed  sample  of 
approximately  1  gram  and  proceed  as  di¬ 
rected  in  9  536.502(a)(3).  The  dlhy- 
drostreptomycin  content  of  the  powder 
is  satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
of  activity  that  it  is  represented  to 
contain. 

(b)  Moisture.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (i)  of  this  chapter  . 

(c)  Conditions  of  marketing — (1) 
Specifications.  Complies  with  the  re¬ 
quirements  for  penicillin-streptomycin 
powder  found  in  paragnq^  (a)  of  this 
section. 

(2)  Sponsor.  [Reserved] 

(3)  Special  considerations.  The  quan¬ 
tities  of  antibiotics  in  paragraph  (c)  (5) 
of  this  section  refer  to  the  activity  of  the 
master  standards. 

(4)  Related  tolerances.  See  99  556.510 
and  556.610  of  this  chapter. 

(5)  Conditions  of  use.  It  is  used  in 
the  drinking  water  of  certain  animnis  as 
follows: 

(i)  Chickens — (a)  Amount  per  gallon. 
100,000  to  119,000  units  of  penicillin  with 
250  to  304  milligrams  of  streptomycin. 

(1)  Indications  for  use.  For  treatment 
of  chronic  respiratory  disease  (air-sac 
infection)  and  blue  comb  (nonspecific 
infectious  enteritis) . 

(2)  Limitations.  As  procaine  penicillin 
plus  streptomycin  sulfate;  not  for  use 
in  laying  chickens;  prepare  fresh  solu¬ 
tion  daily;  withdraw  1  day  before 
slaughter;  as  sole  source  of  penicillin 
and  streptomycin. 

(b)  Amount  per  gallon.  50,000  to  100,- 
000  units  of  penicillin  with  125  to  250 
milligrams  oT  streptomycin. 

(1)  Indications  for  use.  For  prevention 
of  chronic  respiratory  disease  (air-sac 
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infection)  and  blue  comb  (nonspecific 
infectious  enteritis) . 

(2)  Limitations.  As  procaine  penicillin 
plus  streptomycin  sulfate;  not  for  use  in 
laying  chickens;  prepare  fresh  solution 
daily;  withdraw  1  day  before  slaughter; 
as  sole  source  of  penicillin  and  strepto¬ 
mycin. 

(ii)  Turkeys — (a)  Amount  per  gallon. 
100,000  to  119,000  units  of  penicillin  and 
250-304  milligrams  of  streptomycin. 

(f )  Indications  for  use.  For  treatment 
of  infectious  sinusitis  and  blue  comb 
(nonspecific  infectious  enteritis) . 

(2)  Limitations.  As  procaine  penicillin 
plus  streptomycin  sulfate;  not  for  use 
in  laying  birds;  prepare  fresh  solution 
daily;  withdraw  3  days  before  slaughter; 
as  sole  source  of  penicillin  and  strepto¬ 
mycin. 

§  S40.174c  Procaine  penicillin  in  oil 
capsules. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  procaine  penicillin  in  oil  capsules  are 
described  under  §  440.174  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
;;  440.174(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription",  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary 
use  of  the  drug  by  the  laity  and  the  state¬ 
ment  “Warning — Not  for  use  in  animals 
which  are  raised  for  food  production”. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  procaine 
penicillin  in  oil  capsules  are  described 
under  §  440.174  of  this  chapter. 

§  540.180  Penicillin  oral  dosage  forms. 

§  540.180a  Penicillin  and  novobiocin 
capsules. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
penicillin  and  novobiocin  capsules  are 
described  under  i  440.180d  of  this 
chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  penicillin 
and  novobiocin  ctuDsules  are  described 
under  §  440.180d  of  this  chapter. 

§  540.180b  Penicillin-streptomycin  tab¬ 
lets  ;  penicillin-dihydrostreptomycin 
tablets. 

.  The  requirements  for  certificatlcm  and 
the  tests  and  methods  of  assay  for  penl- 
cillin-streptOTtiycin  tablets  and  penlcil- 
lin-dihydrostreptomycin  tablets  are  de¬ 
scribed  under  §  440.180b  of  this  chapter, 
except  if  they  are  Intended  for  use  in 
parakeets  and  canaries,  each  tablet  con¬ 
tains  not  less  than  2.5  milligrams  of 
streptomycin  or  dihydrostreptomycin 
and  not  less  than  32,500  units  of  penicil¬ 
lin;  the  streptomycin  or  dihydrostrepto-' 
mycin  used  in  tablets  for  veterinary  use 
may  conform  to  the  standards  prescribed 
by  S  539.170(a)  (1)  of  this  chapter. 
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§  540.181  Crystalline  penicillin  oral 
dosage  forms. 

§  540.181a  Crystalline  penicillin  G  oral 
suspension,  crystalline  penicillin  C 
sodium  oral  suspension,  potassium 
penicillin  G  oral  suspension. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certificatlcm 
for  crystalline  penicillin  O  oral  suspen¬ 
sion.  crystalline  penicillin  O  sodium  oral 
suspension,  potassium  penicillin  O  oral 
suspension  are  described  xmder  9  440.180e 
of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
9  440.180e(a)  (3)  of  the  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription",  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of>  the  drug  by  the  laity  and  the  state¬ 
ment  “Warning — Not  for  use  in  animals 
which  are  raised  for  fo(xi  production”. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  crystalline 
penicillin  Q  oral  suspension,  crystalline 
penicillin  O  sodium  oral  suspension,  and 
potassium  penicillin  G  oral  suspension 
are  described  under  9  440.180e  of  this 
chapter. 

§  540.181b  PotaMium  penicillin  G  in 
drinking  water. 

(a)  [Reserved^ 

(b)  IReservedl 

(c)  Conditions  of  marketing — (1)  Spe¬ 
cifications.  The  drug  contains  0.384  bil¬ 
lion  imits  of  potassium  penicillin  O  per 
container.  Potassium  penicillin  O  must 
conform  to  the  specifications  in  9  540.280 
(a) .  except  for  sterility  and  pyrogens. 

(2)  Sponsor.  See  No.  000003  in 
9  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
intended  for  use  in  turkeys  tor  treatment 
of  erysipelas  caused  by  Erysipelothrix 
insidiosa. 

(ii)  It  is  administered  in  the  drinking 
water  of  turkeys  at  the  rate  of  1,500,000 
units  per  gallon  of  water  for  5  days. 

(iii)  Concentrated  stock  solution  pre¬ 
pared  for  use  with  medication  propor- 
tioners  must  be  prepared  fresh  every  24 
hours.  Recommended  use  levels  (gravity 
flow  watering  system) -must  be  prepared 
fresh  every  12  hours.  For  best  results 
treatment  should  be  started  at  the  first 
sign  of  infection. 

(iv)  Discontinue  treatment  at  least  1 
day  prior  to  slaughter  of  the  turkeys.  Not 
to  be  used  in  turkeys  producing  eggs  for 
human  consumption. 

Subpart  B — Implantation  or  Injectable 
Dosage  Forms 

§  540.207  Sterile  ampicillin  trihydrate 
implantation  and  injectable  dosage 
forms. 

§  540.207a  Sterile  ampicillin  trihydrate 
suspension. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength,  qual¬ 
ity.  and  purity.  Sterile  ampicillin  trihy- 
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drate  svispension  is  ampicillin  trihydrate 
in  a  suitable  and  harmless  oil  base.  It 
may  contain  one  or  more  suitable  and 
harmless  preservatives,  antioxidants,  and 
complexing  or  suspending  agents.  It  con¬ 
tains,  in  each  milliliter,  an  amoimt  of 
ampicillin  trihydrate  equivalent  to  200 
milligrams  of  ampicillin.  Its  potency  is 
satisfactory  if  it  is  not  less  than  90  per¬ 
cent  and  not  more  than  120  percent  of 
the  number  of  milligrams  of  ampicillin 
that  it  is  represented  to  contain.  It  is 
sterile.  Its  moisture  content  is  not  more 
than  4.0  percent.  The  ampicillin  trihydr- 
ate  used  conforms  to  the  requirements  of 
9  440.7a(a)  (1)  of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  9  510.- 
55  of  this  chapter. 

(3)  Requests  for  certification:  samples. 
In  addition  to  complying  with  the  re¬ 
quirements  of  9  514.50  of  this  ch£q>ter, 
each  such  request  shall  contain: 

(i)  The  results  of  tests  and  assays  on; 

(a)  The  ampicillin  trihydrate  used  in 
making  the  batch  for  potency,  safety, 
loss  on  drying,  pH.  ampicillin  content, 
crystallinity,  and  identity. 

(b)  The  batch  for  potency,  sterility, 
and  moisture. 

(ii)  Samples  required: 

(a)  The  ampicillin  trihydrate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milligrams. 

(b)  The  batch: 

(1)  For  all  tests  except  sterility:  A 
minimum  of  5  immediate  containers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  inter¬ 
vals  throughout  each  filling  operation. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Use  either  of  the  following 
methods;  however,  the  results  obtained 
from  the  microbiological  agar  diffusion 
assay  shall  be  conclusive: 

(1)  Microbiological  agar  diffusion  as¬ 
say.  Proceed  in  accordance  with  9  436.105 
of  this  chapter,  preparing  the  sample  as 
follows:  Using  a  22-gage  hypodermic 
needle  and  suitable  ssninge,  place  an  ac¬ 
curately  measinred  representative  portion 
of  the  sample  (usually  1  milliliter)  into 
a  hlgh-spe^  glass  blender  jar.  Add  1.0 
milliliter  of  polysorbate  80  and  sufficient 
O.lAf  potassium  phosphate  buffer,  pH  8.0 
(solution  3)  to  give  a  stock  solution  of 
convenient  concentration.  Blend  for  3  to 
5  minutes.  Further  dilute  with  solution  3 
to  the  reference  concentration  of  0.1 
microgram  of  ampicillin  per  milliliter. 

(ii)  lodometric  assay.  Proceed  as  di¬ 
rected  in  9  436.204  of  this  chapter,  pre¬ 
paring  the  sample  as  follows:  Using  a 
suitable  syringe  and  needle,  transfer  a 
2.5-milllliter  portion  of  the  sample  to  a 
separatory  funnel  containing  100  milli¬ 
liters  of  diethyl  ether.  Extract  twice  with 
150  milliliters  of  0.2N  hydrochloric  acid, 
collecting  the  extracts  in  a  500-milliliter 
volumetric  fiask.  Bring  to  volume  with 
distilled  water  to  obtain  a  concentration 
of  1  milligram  per  milliliter  (estimated) . 

(2)  Sterility.  Proceed  as  directed  in 
9  436.20  of  this  chapter,  using  the  method 
described  ip  paragraph  (e)  (2)  of  that 
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aectton,  except  use  medium  B  in  lieu  of 
medium  A. 

(3)  Moisture.  Proceed  as  directed  in 
S  436.201  of  this  chapter. 

(c)  Conditions  of  marketing — (1> 
Specifications.  Sterile  ampicillin  suspen¬ 
sion  contains  200  millifiirams  of  ampicillin 
(as  ampicillin  trihydrate)  per  milliliter 
of  nonaqueous  vehicle  and  conforms  to 
the  reqvdrements  of  paragraph  (a)  of 
this  section. 

(2)  Sponsor.  See  No.  000003  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Related  tolerances.  See  §  556.40  of 
this  chapter. 

(4)  Conditions  of  use.  (i)  The  drug  is 
administered  intramuscularly  to  calves 
for  the  treatment  of  bacterial  enteritis 
caused  by  E.  coli  susceptible  to  ampicil¬ 
lin. 

(ii)  It  is  administered  at  a  dose  of  3 
milligrams  per  pound  of  body  weight, 
once  or  twice  daily,  for  up  to  3  days. 

(iii)  It  is  not  for  use  in  other  animals 
raised  for  food  production. 

(iv)  Treated  animals  must  not  be 
slaughtered  for  food  use  during  treat¬ 
ment  or  for  9  days  after  the  last  treat¬ 
ment. 

(V)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  veter¬ 
inarian. 

§  S40.207b  Sterile  ampicillin  trihydrate 
for  suspension. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Sterile  ampicillin 
trihydrate  for  suspension  is  a  dry 
mixture  of  ampicillin  trihydrate  and 
one  or  more  suitable  and  harmless 
buSer  substances,  stabilizers,  suspending 
agents,  and  preservatives.  Ite  potency  is 
satisfactory  if  it  is  not  less  than  90  per¬ 
cent  and  not  more  than  120  percent  of 
the  number  of  milligrams  of  ampicillin 
that  it  is  represented  to  contain.  It  is 
sterile.  It  is  nonpyrogenic.  It  passes  the 
safety  test.  Its  loss  on  dicing  is  not  less 
than  11.4  percent  and  not  more  than  14.0 
percent.  When  reconstituted  as  directed 
in  the  labeling,  its  pH  is  not  less  than  5.0 
and  not  more  than  7.0.  The  ampicillin 
trlhydrate  used  conforms  to  the  require¬ 
ments  of  §  440.7a  of  this  ch8q>ter. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  vith  the  requirements  of 
paragraph  (c)  of  this  section  and  S  510.55 
of  this  chapter,  and  in  addition,  this  drug 
shall  be  labeled  “sterile  ampicillin  for 
suspension,  veterinary”. 

(3)  Requests  for  certification:  samples. 
In  addition  to  complying  with  the  re¬ 
quirements  of  S  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Resxilts  of  tests  and  assays  on: 

(a)  The  ampicillin  trihydrate  used  in 
making  the  batch  for  potency,  loss  on 
drying,  pH,  ampicillin  content,  concord¬ 
ance,  crystallinity,  and  identity. 

(b)  The  batch  for  potency,  sterility, 
pyrogens,  safety,  loss  on  drying,  and  pH. 

(ii)  Samples  required: 

(a)  The  ampicillin  trihydrate  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(b)  Ihe  batch: 


(1)  For  all  tests  except  sterility:  A 
minimum  of  12  immediate  containers. 

(2)  For  sterility  testing:  20  immediate 
containers,  collected  at  regular  intervals 
throughout  each  filling  operation. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Sample  preparation.  Re¬ 
constitute  as  directed  in  the  labeling. 
Using  a  suitable  hypodermic  needle  and 
syringe,  remove  all  of  the  withdrawable 
contents  if  it  is  represented  as  a  single* 
dose  container  or,  if  the  labeling  speci¬ 
fies  the  amount  of  potency  in  a  given  vol¬ 
ume  of  the  resultant  preparation,  remove 
an  accurately  measured  representative 
portion  from  each  container.  Dilute  the 
resultant  solution  with  O.IM  potassium 
phosphate  buffer,  pH  8.0  (solution  3) .  for 
the  microbiological  agar  diffusion  assay, 
or  distilled  water  for  the  iodometric  as¬ 
say,  to  give  a  stock  solution  of  conven¬ 
ient  concentration. 

(ii)  Assay  procedure.  Use  either  of  the 
following  methods;  however,  the  results 
obtained  from  the  microbiological  agar 
diffusion  assay  shall  be  conclusive. 

(a)  Microbiological  agar  diffusion  as¬ 
say.  Proceed  as  directed  in  §  436.105  of 
this  chapter,  diluting  an  aliquot  of  the 
stock  solution  with  solution  3  to  the  ref- 
eroice  concentration  of  0.1  microgram  of 
ampicillin  per  milliliter  (estimated) . 

(b)  Iodometric  assay.  Proceed  as  di¬ 
rected  in  §  436.204  of  this  chapter,  di¬ 
luting  an  aliquot  of  the  stock  solution 
aith  distilled  water  to  the  prescribed 
concentration. 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter  using  the 
method  described  in  paragraph  (e)  (1) 
of  that  section,  except  in  lieu  of  para¬ 
graph  (e)  (1)  (i)  (a),  prepare  the  sample 
for  test  as  follows:  FYom  each  of  10  im¬ 
mediate  containers,  aseptlcally  transfer 
approximately  300  milligrams  of  sample 
into  a  sterile  500-millillter  Erlenmeyer 
fiask  containing  approximately  400  milli¬ 
liters  of  diluting  fiuid  D.  Add  at  least 
200,000  Levy  units  *  of  penicillinase.  Re¬ 
peat  the  process  using  10  additional  con¬ 
tainers.  Swirl  both  of  the  st(H>pered  flasks 
to  completely  solubilize  the  suspension 
prior  to  filtration  and  proceed  as  di¬ 
rected  in  paragraph  (e)  (1)  (ii)  of  that 
section.  If  the  formulation  cannot  be  fil¬ 
tered,  proceed  as  directed  in  $  436.20(e) 
(2) ,  except  use  medium  B  in  Ueu  of  me¬ 
dium  A  and  add  at  least  40,000  Levy  units 
of  penicillinase  to  both  medium  B  and 
medium  E. 

(3)  Pyrogens.  Proceed  as  directed  in 
§  436.32(f)  of  this  chapter,  using  a  solu¬ 
tion  containing  20  milligrams  of  ampicil¬ 
lin  per  milliliter. 

(4)  Safety.  Proceed  as  directed  in 
§  436.33  of  this  chapter. 

(5)  Loss  on  drying.  Proceed  as  directed 
in  §  436.200(a)  of  this  cluster. 

(6)  pH.  Proceed  as  directed  in  §  436.- 
202  of  this  chapter,  using  the  solution 


i  One  Levy  unit  of  penicillinase  inactivates 
59.3  units  of  penicillin  O  In  1  hour  at  25*  C. 
and  at  a  pH  of  7.0  In  a  phoi^bate  buffered 
solution  of  a  pure  alkali  salt  of  penicillin 
O  when  the  substrate  Is  In  sufficient  con¬ 
centration  to  maintain  a  zero  order  reac¬ 
tion. 


obtained  when  the  product  is  reconsti¬ 
tuted  as  directed  in  the  labeling. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Sterile  ampicillin  trihy¬ 
drate  for  suspension  conforms  to  the 
standards  of  identity,  strength,  quality, 
and  purity  prescribed  by  paragraph  (a) 
of  this  section. 

(2)  Sponsor.  See  No.  000015  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
in  dogs  and  cats  as  a  treatment  against 
strains  of  organisms  susceptible  to  ampi¬ 
cillin  and  ass(x:iated  with  respiratory 
tract  infections,  urinary  tract  infections, 
gastrointestinal  infections,  skin  infec¬ 
tions,  soft  tissue  infections,  and  postsur- 
gical  infections. 

(ii)  Dosage  is  administered  to  dogs  and 
cats  at  3  milligrams  per  pound  of  body 
weight  twice  daily  by  subcutaneous  or 
intramuscular  injection.  Treatment 
should  be  continued  for  48  to  72  hours 
after  the  animal  has  become  afebrile  or 
asymptomatic. 

(iii)  It  is  used  in  cattle  in  the  treat¬ 
ment  of  respiratory  tract  infection 
caused  by  organisms  susceptible  to  ampi¬ 
cillin  tiihydrate,  bacterial  pneumonia 
(shipping  fever,  calf  imeumonia,  and 
bovine  pneumonia)  caused  by  Aerdbacter 
spp..  Klebsiella  spp..  Staphylococcus  spp.. 
Streptococcus  spp.,  Pasteurella  multo- 
cida,  and  E.  coli. 

(iv)  It  is  administered  to  cattle  at  a 
dosage  level  of  2  to  5  mg/lb  of  body 
weight  once  daily  by  intramuscular  in¬ 
jection. 

(V)  Do  not  treat  cattle  for  more  than 
7  days.  Milk  from  treated  cows  must  not 
be  used  for  food  during  treatment,  and 
for  48  hours  (4  milkings)  after  the  last 
treatment.  Treated  cattle  must  not  be 
slaughtered  for  food  during  treatment, 
and  for  144  hours  (6  days)  after  the  last 
treatment. 

(Vi)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian. 

§  540.250  Penicillin-streptomycin;  peni- 
cillin-dihydroetreptomyrin. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Penicillin-streptomy¬ 
cin  and  penicillin-dihydrostreptomycin 
are  procaine  penicillin,  crystalline,  sodi¬ 
um  penicillin,  potassium  penicillin,  l- 
ephenamine  penicillin  G,  or  diethylami- 
noethyl  ester  penicillin  G  hydriodide  or 
a  mixture  of  two  or  more  such  salts  and 
streptomycin  sulfate  of  dihydrostrepto- 
mycln  sulfate,  with  or  without  suitable 
and  harmless  buffer  substances  and  sus¬ 
pending  or  dispersing  agents.  Each  drug 
is  sterile,  nontoxic,  and  nonpyrogenic. 
Its  moisture  content  is  not  more  than  3.5 
percent,  except  if  it  contains  procaine 
penicillin  its  moisture  content  is  not 
mOTe  than  4.2  percent.  When  prepared 
for  injection  as  directed  in  its  labeling, 
its  pH  is  not  less  than  5.0  and  not  more 
than  7.5.  The  penicillin  used  conforms  to 
the  requirements  of  58  440.61a(a)  (1), 
440.65a(a)(l).  440.74a(a)  (1).  or  440.80a 
(a)(1)  of  this  chsmter.  The  streptomycin 
sulfate  used  conforms  to  the  require¬ 
ments  prescribed  for  streptomycin  sul- 
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fate  by  §  440.70a(a)  (1)  of  this  chapter. 
The  dlhydrostreptomycin  sulfate  used 
conforms  to  the  requirements  prescribed 
for  dihydrostreptomycin  sulfate  by 
§  444.10a(a)  of  this  chapter.  Each  other 
substance  used,  if  its  name  is  recognized 
in  the  U.S.P.  or  N.P.,  conforms  to  the 
standards  prescribed  therefor  by  such  of¬ 
ficial  compendium.  Penicillin-streptomy¬ 
cin  is  also  the  drug  described  in  §  540.274 
f(a)  of  this  chapter  if  it  conforms  to  all 
requiremants  of  that  section  and  of 
S  540.274f(b)  of  this  chapter,  except  that 
it  contains  streptomycin  in  lieu  of  a  mix¬ 
ture  of  streptomycin  and  dihydrostrepto¬ 
mycin. 

(2)  Packaging.  In  all  cases  the  imme¬ 
diate  containers  shall  be  tight  containers 
as  defined  by  the  U.S  P.,  shall  be  sterile 
at  the  time  of  filling  and  closing,  shall  be 
so  sealed  that  the  contents  cannot  be 
used  without  destroying  such  seal,  and 
shall  be  of  such  composition  as  will  not 
cause  any  change  in  the  strength,  qual¬ 
ity,  or  purity  of  the  contents  beyond  any 
limit  therefor  in  applicable  standards  ex¬ 
cept  that  minor  changes  so  caused  that 
are  normal  and  unavoidable  in  good 
packaging,  storage,  and  distribution 
practice  shall  be  disregarded.  In  case  it 
is  packaged  for  dispensing,  it  shall  be  in 
immediate  containers  of  transparent 
glass,  closed  by  a  substance  through 
which  a  hypodermic  needle  may  be  in¬ 
troduced  and  withdrawn  without  remov¬ 
ing  the  closure  or  destroying  its  effective¬ 
ness.  Elach  such  container  may  be  pack¬ 
aged  in  combination  with  a  container  of 
a  solvent  consisting  of  water  for  injec¬ 
tion  U.S.P.,  dextrose  injection  U.S.P.,  or 
.sodium  chloride  injection  U.S.P. 

(3)  Labeling — (i)  It  is  packaged  for 
dispensing.  In  addition  to  the  labeling 
requirements  prescribed  by  S  201.105  of 
this  chapter  (regulations  issued  under 
section  502(f)  of  the  act),  each  package 
shall  bear  on  its  label  or  labeling,  as 
hereinafter  indicated,  the  following: 

(a)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container, 

the  statement  “Expiration  date _ 

_ the  blank  being  filled  in 

with  the  date  that  is  48  months  after  the 
month  in  which  the  batch  was  certified 
except  that  the  blank  may  be  filled  in 
with  the  date  that  is  60  months  after  the 
month  during  which  the  batch  was  certi¬ 
fied  if  the  person  who  requests  certifica¬ 
tion  has  submitted  to  the  Commissioner 
results  of  tests  and  assays  showing  that 
after  having  been  stored  for  such  period 
of  time  such  drug  as  prepared  by  him 
complies  with  the  standards  prescribed 
by  paragraph  (a)  (1)  of  this  section,  and 
except  that  in  no  csuse  shall  ttie  blank  be 
filled  in  with  the  date  that  is  more  than 
24  months  after  the  month  in  which 
the  batch  was  certified  if  it  contains 
diethylaminoethyl  ester  penicillin  O 
hydriodide. 

(b)  In  lieu  of  the  statement  “Caution : 
Federal  law  restricts  this  drug  to .  sale 
by  or  on  the  order  of  a  licensed  veteri¬ 
narian”,  each  package  shall  include  in¬ 
formation  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity 

(c)  If  it  does  not  contain  diethylami¬ 
noethyl  penicillin  O  hydriodide  and  is  in¬ 


tended  for  use  in  the  treatment  of  food- 
producing  animals,  the  labeling  shall 
bear  the  statement  “Warning — The  use 
of  this  drug  must  be  discontinued  for  30 
days  before  treated  animals  are  slaught- 
tered  for  food”,  and,  if  the*drug  is  in¬ 
tended  for  use  in  animals  producing  milk 
for  human,  consumption,  the  labeling 
shall  also  bear  the  statement  required  by 
S  510.106  of  this  chapter. 

(d)  If  it  contains  diethylaminoethyl 
penicillin  O  hydriodide.  the  labeling  shall 
bear  the  statement  "Warning — Not  for 
use  in  animals  which  are  raised  for  food 
production". 

(ii)  It  is  packaged  solely  for  manufac¬ 
turing  use  and/or  repacking.  Each 
package  shall  bear  on  its  outside  wrapper 
or  container  and  the  immediate  con¬ 
tainer  the  following: 

(a)  The  number  of  units  of  each  salt 
of  penicillin  in  each  gram. 

(b)  The  number  of  milligrams  of 
streptomycin  or  dihydrostreptomycin  in 
each  gram. 

(c)  The  statement  “Caution;  Federal 
law  prohibits  dispensing  without  pre¬ 
scription”. 

(d)  The  statement  “For  manufactur¬ 
ing  use”.  “For  repacking”,  or  “For  man¬ 
ufacturing  use  or  repacking”. 

(e)  The  information  required  by  para¬ 
graph  (a)  (3)  (i)  (o)  of  this  section. 

(4)  Request  for  certification;  samples. 
(i)  In  addition  to  complying  with  the 
requirements  of  §  514.50  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  of  penicillin  and  streptomycin  or 
penicillin  and  dihydrostreptomycin  shall 
submit  with  his  request  a  statement 
showing  the  batch  mark,  the  number  of 
packages  of  each  size  in  such  batch,  the 
number  of  units  of  each  salt  of  penicillin, 
and  the  number  of  grams  of  strept(Mny- 
cin  or  dihydrostreptomycin  in  each  pack¬ 
age,  the  batch  marks,  and  (unless  they 
were  previously  submitted)  the  dates  on 
which  the  latest  assays  of  the  penicillin 
and  streptomycin  or  dihydrostreptomy¬ 
cin  used  in  making  such  batch  were  com¬ 
pleted,  the  date  on  which  the  latest  assay 
of  the  drug  comprising  such  batch  was 
completed,  the  quantity  of  each  ingredi¬ 
ent  used  in  making  the  batch  and  a 
statement  that  each  such  ingredient  con¬ 
forms  to  the  requirements  prescribed 
therefor  by  this  section.  If  such  batch,  or 
any  part  thereof  is  to  be  packaged  with  a 
solvent,  such  request  shall  also  be  accom¬ 
panied  by  a  statement  that  such  solvent 
conforms  to  the  requirements  prescribed 
therefor  by  this  section. 

(11)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (v)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(a)  The  batch;  potency,  sterility, 
toxicity,  pyrogens,  moisture.  pH. 

(b)  The  procaine  penicillin  used  in 
making  the  batch;  potency,  crystallinity, 
penicillin  K  content  (unless  it  is  pro¬ 
caine  penicillin  G) ,  and  the  penicillin  O 
content  if  it  is  procaine  penicillin  O. 

(c)  The  crystalline  sodium  or  potas¬ 
sium  penicillin  used  in  making  the 
batch;  potency,  crystallinity,  heat  sta¬ 


bility,  penicillin  K  content  (unless  it  is 
crystalline  penicillin  O).  and  the  peni¬ 
cillin  O  content  if  it  is  crystalline  peni¬ 
cillin  O. 

(d)  The  l-ephanamlne  penicillin  G 
used  in  making  the  batch;  potency, 
crystallinity,  heat  stability,  penicillin  O 
content,  and  specillc  rotation. 

(e)  The  diethylaminoethyl  ester  peni¬ 
cillin  G  hydriodide  used  In  making  the 
batch;  potency,  crystallinity,  and  peni¬ 
cillin  G  content. 

(/)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch; 
potency,  histamine  content,  streptomy¬ 
cin  content  if  it  is  dlhydrostreptomycin, 
euid  crystallinity  if  it  is  crystalline  dihy¬ 
drostreptomycin. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)(4)(v)  of  this  section,  if 
such  batch  is  packaged  for  dispensing, 
such  person  shall  submit  in  connection 
with  his  request  in  the  quantities  here¬ 
inafter  indicated  accurately  representa¬ 
tive  samples  of  the  following: 

(a)  The  batch: 

(1)  For  all  tests  except  sterility:  One 
immediate  container  for  each  5,000  im¬ 
mediate  containers  in  such  batch,  but 
in  no  case  less  than  12  immediate 
containers. 

Such  samples  shall  be  collected  by  taking 
single  immediate  containers  at  such 
intervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  ap¬ 
proximately  equal. 

(2)  For  sterility  testing:  20  immediate 
containers,  collected  at  regular  intervals 
throughout  each  filling  operation,  or  40 
Immediate  containers  if  each  contains 
less  than  600  milligrams. 

(b)  The  procaine  penicillin  used  in 
making  the  batch;  3  packages  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  0.5  gram  each  packaged  in  ac¬ 
cordance  with  the  requirements  of 
§  440.74a (a)  (2)  of  this  chapter. 

(c)  The  crystalline  pencillin  used  in 
making  the  batch;  3  packages  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  250  milligrams  each  packaged 
in  accordance  with  the  requirements  of 
§  440.80a(a)  (2)  of  this  chapter. 

(d)  The  l-ephenamine  penicillin  G 
used  in  making  the  batch;  3  packages 
containing  approximately  equal  portions 
of  not  less  than  0.5  gram  each  packaged 
in  accordance  with  the  requirements  of 
§  440.65a(a)  (2)  of  this  chapter. 

(e)  The  diethylaminoethyl  ester  peni¬ 
cillin  G  hydriodide  used  in  making  the 
batch;  3  packages  containing  approxi¬ 
mately  equal  portions  of  not  less  than  0.5 
gram  each,  packaged  in  accordance  with 
§  440.61a(a)  (2)  of  this  chapter. 

(/)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch; 
6  packages  containing  approximately 
equal  portions  of  not  less  than  0.5  gram 
each,  packaged  in  accordance  with  the 
requirements  of  §  444.70a(a)  (2)  of  this 
CllApt^F* 

(fir)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 

(Iv)  If  such  batch  is  packaged  for  re¬ 
packing,  such  person  shall  submit  with 
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his  request  a  sample  consisting  of  the 
following: 

(o)  For  all  tests  except  sterility;  12 
approximately  equal  portions  of  at  least 
2  grams. 

(b)  For  sterility  testing;  20  packages, 
each  containing  approximately  equal 
portions  of  at  least  600  milligrams. 

Bach  such  portion  be  taken  from  a 
different  part  of  such  batch,  and  each 
shall  be  packaged  in  a  separate  container 
and  in  accordance  with  the  requirements 
of  paragraph  (b)  of  this  section. 

(V)  No  result  referred  to  in  paragraph 
(a)(4)(U)(5),  (c),  (d),  (e)  and  (/) 
of  this  section  and  no  samples  referred 
to  in  paragraph  (a)  (4)  (iii)  (b) ,  (c) ,  (d) , 
(/),  and  (p)  erf  this  section  are  required 
if  such  result  or  sample  has  been  previ¬ 
ously  submitted. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Sodium  or  potassium 
penicillin  content.  Proceed  as  directed 
in  S  436.503(b)  of  this  chapter,  except 
prepare  the  sample  as  follows:  Add  the 
indicated  amount  of  distilled  water  to 
the  contents  of  a  vial  of  the  sample  and 
shake  well.  Withdraw  one  dose  of  the 
suspension  or  solution  with  a  hypodermic 
syringe  and  place  in  a  lO-milliliter  Volu¬ 
metric  flask.  Also,  with  the  further  ex¬ 
ception  that  in  the  idometric  assay,  one 
drop  -of  1.2  N  HCl  is  added  to  the 
blank  immediately  before  the  addi¬ 
tion  of  the  0.01  N  Ii.  The  sodium  or  po¬ 
tassium  penicillin  content  is  satisfactory 
if  it  is  not  less  than  85  percent  of  that 
which  it  is  represented  to  contain. 

(ii)  Total  penicillin  content.  Proceed 
as  directed  in  S  440.80a(b)  (1)  of  this 
chapter,  except  paragraphs  (b)(1)  (iv) 
and  (ix)  of  that  section.  In  lieu  of 
the  directions  in  §  440.80a(b)  (1)  (iv)  of 
this  -chapter,  place  a  representative 
aliquot  of  the  sample  in  a  blending  Jar, 
add  1.0  milliliter  of  polysorbate  80  and 
sufficient  1  percent  phosphate  buffer,  pH 
6.0,  to  make  a' total  volume  of  500  milli¬ 
liters.  Blend  3  to  5  minutes.  For  the  al¬ 
ternative  iodometric  test,  proceed  as 
directed  in  §  440.80a(b)  <5)  (iv)  (a)  of 
this  chapter,  except  add  one  drop  of  1.2 
N  HCl  to  the  blank  immediately  before 
the  addition  of  the  0.01  N  L. 

(iii)  Procaine  penicillin  content.  Pro¬ 
ceed  as  directed  in  §  436.503(c)  of  this 
chapter.  The  procaine  penicillin  content 
is  satisfactory  if  it  is  not  less  than  85 
percent  of  that  which  it  is  represented  to 
contain. 

(iv)  l-Ephenamine  penicillin  G  con¬ 
tent.  Proceed  as  directed  in  §  440.65a(b) 

(1)  of  this  chapter,  except  that  in  the 
iodometric  assay  one  drop  of  1.2  N  HCl  is 
added  to  the  blank  immediately  before 
the  addition  of  the  0.01  N  L.  The  l- 
ephenamine  penicillin  O  content  is  sat¬ 
isfactory  if  it  contains  not  less  than  85 
percent  of  the  number  of  units  that  it  is 
represented  to  contain. 

(V)  Diethylaminoethyl  ester  penicillin 
G  hydriodide  content.  Proceed  as  di¬ 
rected  in  5  440.61a(b)  (1)  of  this  chapter, 
except  that  in  the  iodometric  assay  one 
drop  of  1.2  N  HCl  is  added  to  the  blank 
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immediately  before  the  addition  of  the 
0.01  N  Ij.  The  diethylaminoethyl  ester 
penicillin  O  hydriedide  content  is  satis¬ 
factory  if  it  contains  not  less  than  85 
percent  of  the  number  of  units  that  it  is 
represented  to  contain. 

(vi)  Streptomycin  content.  Pipceed 
as  directed  in  S  444.70a(b)  (1)  (x)  and 
(xi)  of  this  chapter. 

(vii)  Dihydrostreptomycin  content. 
Proceed  as  directed  in  9  444.10a(b)  (1)  of 
this  chapter. 

(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the  method 
described  in  paragraph  (e)(1)  of  that 
section,  except  if  the  product  contains 
procaine  penicillin  add  sufficient  peni¬ 
cillinase  to  the  diluting  fluid  to  solubilize 
the  procane  penicillin.  Use  diluting  fluid 
A;  if  the  product  cmitains  lecithin,  use 
diluting  fluid  D  instead.  Swirl  the  flask 
to  completely  solubilize  the  procaine 
penicillin  before  filtration.  If  the  product 
contains  sodium  carboxi^ethylcellulose, 
add  sufficient  sterile  carboxjrmethylcel- 
lulase  to  diluting  fluid  A  or  D  to  com¬ 
pletely  solubilize  the  sodium  carboxy- 
methylcellulose  before  filtration.  If  the 
preparation  contains  f-ephenamine  pen¬ 
icillin.  or  agents  that  prevent  solubiliza¬ 
tion,  proceed  as  directed  in  9  436.20(e) 
(2)  of  this  chapter,  using  medimn  B  in 
lieu  of  medium  A. 

(3)  Toxicity.  Proceed  as  directed  in 
§  440.80a(b)  (4)  of  this  chapter,  using  as 
a  test  dose  0.5  milliliter  of  a  solution  of 
the  sample  containing  1.0  milligram  of 
streptomycin  or  dihydrostreptomycin 
per  milliliter. 

(4)  Pyrogens.  Proceed  as  directed  in 
9  440.80a(b)<3)  of  this  chapter,  using 
as  a  test  dose  2  milliliters  per  kilogram  of 
a  solution  containing  5  milligrams  of 
streptomycin  or  dihydrostreptomycln 
per  milliliter. 

(5)  Moisture.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (i)  of  this  chapter,  ex¬ 
cept  that  if  procaine  penicillin  is  used 
proceed  as  directed  In  9  440.74a(b)  (5)  of 
this  chapter. 

(6)  pH.  Proceed  as  directed  in  9  440.- 
80a(b)  (5)  (ii)  of  this  chapter,  using  the 
solution  or  suspension  resulting  when 
the  amount  of  diluent  recommended  in 
the  labeling  is  added. 

§  540.253  .4luminum  penicillin  in  oil. 

(a)  Requirements  for  certification.  (1) 
The  requirements  for  certification  for 
aluminum  penicillin  in  oil  are  described 
under  9  440.253  of  this  chapter. 

<2)  When  it  is  packaged  for  dispensing 
and  is  Intended  solely  for  veterinary  use, 
its  label  and  labeling  shall  comply  with 
all  the  requirements  prescribed  by  9  440.- 
253(a)  (3)  of  this  chapter,  except  that  in 
lieu  of  the  statement  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription”,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity. 

<b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  aluminum 
penicillin  in  oil  are  described  under 
9  440.253  of  this  chapter. 
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§  540.255  Benzathine  penicillin  G  im¬ 
plantation  and  injectable  doMge 
forms. 

§  540.255a  Sterile  benzathine  penicillin 
C  suspension. 

(a)  Requirements  for  certification. 

The  requirements  for  certification  for 
benzathine  penicillin  G  for  aqueous  in¬ 
jection  for  veterinary  use  are  described 
under  9  440.255b  of  this  ch84)ter,  with 
the  following  exertions:  «, 

(1)  Packaging.  It  need  not  be  pack¬ 
aged  for  dispensing  in  immediate  con¬ 
tainers  of  colorless  transparent  glass.  If 
it  is  the  aqueous  suspension  of  the  drug, 
conspicuously  labeled  for  veterinary  use, 
the  container  is  exempt  from  the  10- 
milliliter -maximum  requirement  pre¬ 
scribed  by  9  440.255b(a)  (2)  of  this 
chapter. 

(2)  Labeling.  When  it  is  packaged  for 
dispensing  and  intended  solely  for  vet¬ 
erinary  use,  its  label  and  labeling  shall 
comply  with  all  requirements  prescribed 
by  9  440.255b(a)  (3)  of  this  chapter,  ex¬ 
cept  that  in  lieu  of  the  requirements  of 
9  201.100  of  this  chapter,  it  shall  be  la¬ 
beled  in  accordance  with  the  require¬ 
ments  prescribed  by  9  201.105  of  this 
chapter,  issued  under  section  502(f)  of 
the  act. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  benza¬ 
thine  p>enicillin  Q  for  aqueous  injection 
are  described  under  9  440.255b  of  this 
chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Meets  the  specifications 
in  paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  No.  000008  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
for  the  treatment  of  bacterial  infections 
susceptible  to  penicillin  O  in  horses  and 
dogs. 

(ii)  Inject  intramuscularly  in  horses  at 
4,000  units  per  pound  of  body  weight. 
Inject  intramuscularly  or  subcutane¬ 
ously  in  dogs  at  12,000  to  24,000  units 
per  pound  of  body  weight.  The  dosage 
should  be  repeated  in  48  hours. 

(iii)  Not  to  be  used  in  animals  in¬ 
tended  for  food  purposes. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.25Sb  Bonzathinr  penicillin  G  in 
oil.  _ 

( a)  Requirements  for  certification.  ( 1 ) 
The  requirements  for  certification  for 
benzathine  penicillin  G  in  oil  are  de¬ 
scribed  under  9  440.255a  of  this  chapter. 

«  (2)  If  it  is  packaged  for  dispensing  and 

intended  solely  for  veterinary  use,  it  shall 
be  labeled  in  accordance  with  the  re¬ 
quirements  of  9  510.55(d)  of  this  chapter, 
except  that  it  shall  be  labeled  in  accord¬ 
ance  with  the  requirements  prescribed  by 
9  201.105  of  this  chapter,  issued  under 
section  502(f)  of  the  act. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  benza¬ 
thine  penicillin  G  in  oil  are  described 
under  9  440.255a  of  this  chapter. 
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§  540.2S5c  Benzulhinr  ponirillin  G  anil 
proraine  penicillin  for  aqueous  in¬ 
jection. 

(a)  Requirements  for  certification.  The 
requirements  for  certification  for  benza¬ 
thine  penicillin  G  and  procaine  penicil¬ 
lin  for  aqueous  injection  are  described 
under  $  440.255c  of  this  chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  benza¬ 
thine  penicillin  O  and  procaine  penicillin 
for  aqueous  injection  are  described 
under  §  440.255c  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Meets  the  specifications 
in  paragraph  (a)  of  this  section.  Each 
cubic  centimeter  contains  150,000  units 
of  benzathine  penicillin  O  and  150,000 
units  of  procaine  penicillin  O  in  aqueous 
suspension. 

(2)  Sponsor.  See  Nos.  000856,  000008, 
and  000015  in  §  510.600(c)  of  this 
chapter. 

(3)  Related  tolerances.  See  §  556.510  of 
this  chapter. 

(4)  Conditions  of  use.  (i)  It  is  used  for 
the  treatment  of  bacterial  infections  sus¬ 
ceptible  to  penicillin  O  in  horses,  dogs, 
and  beef  cattle. 

(ii)  Inject  intramuscularly  in  horses  at 
2  cubic  centimeters  per  150  pounds  of 
body  weight.  Inject  intramuscularly  or 
subcutaneously  in  dogs  at  1  cubic  cen¬ 
timeter  per  10  to  25  pounds  of  body 
weight.  Inject  beef  cattle  subcutaneously 
only  at  2  cubic  centimeters  per  150 
pounds  body  weight.  The  dosage  should 
be  repeated  in  48  hours. 

(iii)  Treatment  in  beef  cattle  should  be 
limited  to  two  doses.  Not  to  be  used  In 
beef  cattle  within  -30  days  of  slaughter 
nor  in  horses  intended  for  food  purposes. 

(iv)  Restricted  to  use  by  or  on  the  or¬ 
der  of  a  licensed,  veterinarian. 

§  540.259  Chloroprocaine  penicillin  O 
aqueous  injection. 

(a)  Requirements  for  certification — 

(1)  The  requirements  for  certification  for 
chloroprocaine  penicillin  O  for  aqueous 
injection  are  described  under  §  440.259 
of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
§  440.259(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  in¬ 
clude  irformation  containing  directions 
and  warnings  adequate  for  the  veteri¬ 
nary  use  of  the  dmg  by  the  laity  and 
the  statement  “Warning — Not  for  use  in 
animals  which  are  raised  for  food  pro¬ 
duction”. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chloro¬ 
procaine  iienicillin  O  for  aqueous  injec¬ 
tion  are  described  imder  §  440.259  of 
this  chapter. 

§  540.260  Dibenzylamine  ponirillin  and 
atrontomycin  in  oil;  dibonzylamino 
ponirillin  and  dihydroalroptoniyoin 
in  oil. 

(a)  Reauireme^ts  for  certiflention. 
Dibenzylamine  penicillin  and  strep¬ 


tomycin  in  oil  and  dibenzylamine  peni¬ 
cillin  and  dlhydrostreptomycin  in  oil 
conform  to  all  the  requirements  pre¬ 
scribed  by  S  540.274e(a)  for  procaine 
penicillin  and  dihydrostreptomycin  .  in 
oil  and  are  subject  to  all  procedures  pre¬ 
scribed  by  S  540.274e(a)  for  procaine 
penicillin  and  streptomycin  in  oil  and 
procaine  penicillin  and  dihvdrostrepto- 
mycin  in  oil  except  that  dibenzylamipe 
penicillin  is  used  in  lieu  of  procaine 
penicillin.  The  dibenzylamine  penicillin 
used  conforms  to  the  requirements  of 
§  440.60(a)  (1>  of  this  chapter,  except 
paragraph  (a)(1)  (ii),  (iii)  (unless  it  is 
intended  for  subcutaneous  injection  in 
fowl),  and  (iv)  of  that  section. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Penicillin  content.  Proceed 
as  directed  in  5  440. 284a (b)  (1)  of  this 
chapter,  except  the  last  sentence  thereof. 
Its  content  of  penicillin  is  satisfactory 
if  it  contains  not  less  than  85  percent  of 
the  number  of  units  ner  milliliter  that  it 
is  represented  to  contain. 

(ii)  Streptomycin  content.  Using  1.0 
milliliter  as  the  test  sample,  proceed  as 
directed  in  §  536.501(a)  (2).  Its  content 
of  streptomycin  is  satisfactory  if  it  con¬ 
tains  not  less  than  85  percent  of  the 
number  of  milligrams  per  milliliter  that 
it  is  represented  to  contain. 

(iii)  Dihydrostreptomycin  content.  Us¬ 
ing  1.0  milliliter  as  the  test  sample,  pro¬ 
ceed  as  directed  in  S  536.501(a)  (3) .  Its 
content  of  dihvdrostreptomycin  is  satis¬ 
factory  if  it  contains  not  less  than  85  per¬ 
cent  of  the  number  of  milligrams  per 
milliliter  that  it  is  represented  to  con¬ 
tain. 

(2)  Moisture.  Using  1.0  milliliter  as 
the  test  sample,  proceed  as  directed  in 
§  436.500(c)  of  this  chapter. 

§  540.261  Dietliylaminf>elhyl  c^ter  pen¬ 
icillin  G  hydriodide  for  aqueous  in¬ 
jection  (penicillin  G  diethyloniino- 
ethyl  ester  hydriodide  for  aqueous  in¬ 
jection). 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  dlethylaminoethyl  ester  penicillin  G 
hydriodide  for  aqueous  injection  (peni¬ 
cillin  G  diethylaminoethyl  ester  hydrio¬ 
dide  for  aqueous  injection)  are  described 
under  §  440.261  of  this  chapter. 

(2)  When  it  is  packaged  for  dispensing 
and  intended  solely  for  veterinary  use, 
its  label  and  labeling  shall  comply  with 
all  the  requirements  prescribed  by 
S  440.261(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  Include 
infon^tion  containing  directions  and 
warnings  adequate  for  the  veterinary 
use  of  the  drug  by  the  laity  and  the  state¬ 
ment  “Warning — ^Not  for  use  in  animals 
which  are  raised  for  food  production”. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  diethyl¬ 
aminoethyl  ester  penicillin  G  hyflriodide 
for  aqueous  injection  (penicillin  G  di¬ 
ethylaminoethyl  ester  hydriodide  for 
aoueous  injection)  are  described  under 
§  440.261  of  this  chapter.  ' 


§  540.265  I-Ephonaminc  ponirillin  G 
implantiition  and  injrotablo  do«age 
forniH. 

§  540.265a  l-Ephonamine  penicillin  G 
in  oil. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  Z-ephenamine  penicillin  G  in  oil 
are  described  imder  S  440.265a(a)  of  this 
chapter. 

(2)  When  it  is  packaged  for  dispensing 
and  it  is  intended  solely  for  veterinary 
use.  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
$  440.265a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “(Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity  and  the  state¬ 
ment  “Warning — Not  for  use  in  animals 
which  are  raised  for  food  production”. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  Z-ephena¬ 
mine  penicillin  G  in  oil  are  described 
under  §  440.265a(b)  of  this  chapter. 

§  540.265b  l-Ephenamine  penicillin  G 
for  uqiieou.s  injection. 

(a)  Requirements  for  certification.  (1) 
The  requirements  for  certification  for 
Z-ephenamine  penicillin  G  for  aqueous 
injection  are  described  under  §  44.- 
265b(a)  of  this  chapter. 

(2)  When  it  is  packaged  for  dispensing 
and  it  is  intended  solely  for  veterinary 
use:  (i)  Its  label  and  labeling  shall  com¬ 
ply  with  all  the  requirements  prescribed 
by  §  440.265b(a)  (3)  of  this  chapter,  ex¬ 
cept  that  in  lieu  of  the  statement  “Cau¬ 
tion:  Federal  law  prohibits  dispensing 
without  prescription”,  each  package  shall 
Include  Information  containing  directions 
and  warnings  adequate  for  the  veterinapr 
use  of  the  drug  by  the  laity, 

(ii)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  it  shall  be 
used  in  accordance  with  paragraph  (c) 
of  this  section. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  Z-ephena¬ 
mine  penicillin  G  for  aqueous  injection 
are  described  under  §  440.265b(b)  of  this 
chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Complies  with  the  require¬ 
ments  of  paragraph  (a)  of  this  section. 

(2)  Sponsor.  [Reserved] 

(3)  Special  considerations,  (i)  The 
labeling  shall  bear  the  statement  “Warn¬ 
ing — ^The  use  of  this  drug  must  be  dis¬ 
continued  for  5  days  before  treated 
animals  are  slaughtered  for  food.” 

(ii)  If  the  drug  is  intended  for  use  in 
animals  producing  milk  for  human  con¬ 
sumption,  the  labeling  shall  also  bear 
the  statement  “Milk  that  has  been  taken 
from  animals  during  treatment  and  for 

_ hours  ( _ milkings)  after  the 

latest  treatment  must  not  be  used  for 
food”,  the  blanks  being  filled  with  the 
figures  96  and  8  respectively,  unless  the 
sponsor  of  the  drug  has  submitted  the 
results  of  tests  and  assays  demonstrating 
that  residues  of  the  drug  in  milk  from 
treated  animals  persist  for  a  shorter  pe- 
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riod  of  time  and  the  shorter  period  is 
authorized  by  the  Commissioner. 

(iv)  If  the  drug  is  intended  for  use  in 
poultry,  the  labeling  shsdl  bear  a  state¬ 
ment  that  the  drug  Is  not  to  be  used  in 
birds  producing  eggs  for  human 
consumption. 

(4)  Related  tolerances.  See  §  556.510 
of  this  chapter. 

(5)  Conditions  of  use.  As  an  intramus¬ 
cular  injection  in  food-pixxlucing  ani¬ 
mals  in  an  amount  not  to  exceed  2,000 
units  per  pound  of  body  weight  per  day. 

§  540,274  Procaine  penicillin  G  implan¬ 
tation  and  injectable  dosage  forms. 

§  540.274a  Procaine  penicillin  for  aque¬ 
ous  injection. 

(a)  Requirejnents  for  certification. 

( 1 )  The  requirements  for  certification  for 
procaine  penicillin  for  aqueous  injection 
are  described  under  S  440.274b  of  this 
chapter. 

(2)  When  procaine  penicillin  for 
aqueous  injection  is  packaged  for  dis¬ 
pensing  and  intended  solely  for  veter¬ 
inary  use.  its  label  and  labeling  shall 
comply  with  all  the  following  require¬ 
ments; 

(1)  If  it  does  not  contain  cortisone  or 
a  derivative  of  cortisone,  its  label  and 
labeling  shsJl  comply  with  all  of  the 
requirements  prescribe  by  S  440.274b(a) 

(3)  of  this  chapter,  except  in  lieu  of  the 
statement  “Caution:  Federal  law,  pro¬ 
hibits  dispensing  without  prescription”, 
each  package  shall  include  Information 
containing  directions  and  warnings  ade¬ 
quate  for  the  veterinary  use  of  the  drug 
by  the  laity  in  all  cases  except  those  in 
which  the  veterinary  prescriiAion  state¬ 
ment  is  required  by  regulations  under 
this  Subchapter  E.  In  those  cases,  the 
veterinary  prescription  statement  shall 
comply  with  the  requirements  prescribed 
by  §  201.105  of  this  chapter. 

(ii)  If  it  contains  cortisone  or  a  deriva¬ 
tive  of  cortisone,  the  label  and  labeling  of 
each  package  shall  conform  with  the  re¬ 
quirements  prescribed  by  §  201.105  of  this 
chapter  and  with  the  requirements  of 
§  510.55  of  this  chapter. 

(ill)  If  it  is  intended  for  use  in  animals 
raised  for  food  producticm.  it  shall  be 
used  in  accordance  with  paragraph  (c) 
of  this  section. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  procaine 
penicillin  for  aqueous  injection  are  de¬ 
scribed  imder  §  440.274b  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Complies  with  the  require¬ 
ments  of  paragraph  (a)  of  this  section. 

(2)  Sponsor.  [Pteservedl 

(3)  Special  considerations,  (i)  The  la¬ 
beling  shall  bear  the  statement  “Warn¬ 
ing — The  use  of  this  drug  must  be 
discontinued  for  5  days  before  treated 
animals  are  slaughtered  for  food.” 

(ii)  If  the  drug  is  intended  for  use  in 
animals  producing  milk  for  human  con¬ 
sumption.  the  labeling  shall  aLso  bear  the 
statement  “Milk  that  has  been  taken 
from  animals  during  treatment  and  for 

_ hours  ( _ milkings)  after  the 

latest  treatment  must  not  be  used  for 
food”,  the  blanks  being  filled  with  the 


figures  96  and  8  respectively,  unless  the 
sponsor  of  the  drug  has  submitted  the 
results  of  tests  and  assays  demonstrating 
that  residues  of  the  dnig  in  milk  from 
treated  animals  persist  for  a  shorter  pe¬ 
riod  of  time  and  the  shorter  period  is 
authorized  by  the  Commissioner. 

(ili)  If  the  drug  is  intended  for  use  in 
poultry,  the  labeling  shall  bear  a  state¬ 
ment  that  the  dnig  is  not  to  be  used  in 
birds  producing  eggs  for  human 
consiunption. 

(4)  Related  tolerances.  See  §  556.510 
of  this  chapter. 

(5)  Conditions  of  use.  As  an  intramus¬ 
cular  injection  in  food-producing  ani¬ 
mals  in  an  amount  not  to  exceed  2,000 
units  per  pound  of  Ixxly  weight  per  day. 

§  540.274b  Procaine  penicillin  G  aque¬ 
ous  suspension. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
procaine  penicillin  O  aqueous  suspension 
are  described  under  §  540.274a. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  procaine 
penicillin  G  aqueous  suspension  are  de¬ 
scribed  under  §  540.274a. 

(c)  Conditions  of  marketing — (l)(i) 
Specifications.  Procaine  penicillin  G 
aqueous  suspension  conforms  to  the 
standards  of  identity,  strength,  quality, 
and  purity  prescribe  by  $  540.274a. 
Each  milliliter  contains  300,000  units  of 
penicillin  activity. 

(ii)  Sponsor.  See  No.  000986  in  S  510.- 
600(c)  of  this  chapter. 

(iii)  Conditions  of  use.  (a)  It  is  used 
as  an  intramuscular  injection  both  in  the 
treatment  of  tonsilliUs  in  dogs  and  in  the 
treatment  of  strangles  in  horses  when 
such  conditions  are  caused  by  pathogens 
susceptible  to  penicillin  O. 

(b)  It  is  administered  to  dogs  at  10,000 
to  15,000  units  per  pound  of  body  weight 
per  day  and  to  horses  at  3,000  to  5.000 
units  per  pound  of  body  weight  per  day. 

(c)  The  label  and  labeling  shall  bear, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act.  a  statement  that  the 
drug  is  not  for  use  in  food-producing 
animals  and  a  statement  that  Federal 
law  restricts  this  drug  to  use  bv  or  on  the 
order  of  a  licensed  veterinarian. 

(2)(i)  Specifications.  Procaine  peni¬ 
cillin  G  aoueous  suspension  conforms  to 
the  standards  of  identity,  strength, 
quality,  and  puritv  prescribed  by  S  540.- 
274a.  Each  milliliter  contains  300,000 
units  of  penicillin  activitv. 

(ii)  StWTisor.  See  No.  000003  in  $  510.- 
600(c)  of  this  chapter. 

(iii)  Conditions  of  use.  (a)  It  is  used 
as  an  intramuscular  injection  in  dogs 
and  cats  in  the  treatment  of  infections 
caused  bv  penicillin  sensitive  organisms. 

(b)  It  is  administered  to  dogs  and  cats 
at  a  dosaee  level  of  10  000  units  per 
pound  of  body  weight  daily  at  24-hour 
Intervals.  Dailv  treatment  should  be  con¬ 
tinued  for  at  least  48  hours  after  tem¬ 
perature  has  returned  to  normal  and  all 
other  signs  of  infection  have  subsided. 

(c)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 


§  540.274c  Procaine  penicillin  G  in  oil. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
proqalne  penicillin  G  in  oil  are  described 
under  B  440.274a  of  this  chapter,  with  the 
following  exceptions: 

(1)  Standards  of  identity,  strength, 

quality  and  purity.  If  it  is  conspicuously 
labeled  for  veterinary  use  it  may  contain 
furaltadone  in  accordance  with  §  121.249 
(a)  (5)  of  this  Qhapter  and  is  exempt 
from  the  potency  requirement  in  S  440.- 
274a(a)(l)  of  this  chapter.  It  is  sterile 
only  if  it  is  packaged  and  labeled  solely 
for  udder  instillations  of  cattle  and  it 
contains  furaltadone.  If  the  procaine 
penicillin  G  in  oil  is  packaged  and  la¬ 
beled  solely  for  udder  instillations  of 
cattle  and  is  not  required  to  be  sterile, 
the  penicillin  used  is  exempt  from  the 
requirements  of  i  440.74a (a)  (1)  (ii),. 

(iii).  and  (iv)  of  this  chapter. 

(2)  Packaging.  If  it  is  labeled  solely 
for  udder  instillations  of  cattle  it  may 
be  packaged  in  plastic  or  collapsible  tubes 
which  shall  be  well  closed  containers  as 
defined  by  the  U.S.P.  If  it  is  packaged 
and  labeled  solely  for  veterinary  use,  it 
need  not  meet  the  requirements  for 
quantity  of  procaine  penicillin  in  oil  in 
each  container,  as  described  in  §  440.274a 
(a)  (2)  of  this  chapter. 

(3)  Labeling.  T^en  it  is  packaged  for 
dispensing  and  intended  solely  for  vet¬ 
erinary  use: 

(i)  If  it  does  not  contain  adrenocor¬ 
ticotropic  hormone,  it  shall  comply  with 
S  440.274a(a)  (3)  of  this  chapter,  except 
in  lieu  of  the  statement  “Caution:  Fed¬ 
eral  law  prohibits  dispensing  without 
prescription”,  each  paelmge  shall  include 
adequate  directions  and  warnings  for  the 
veterinary  use  of  the  drug  by  the  laity  in 
all  cases  except  those  in  which  the  veter¬ 
inary  prescription  statement  is  required 
by  regulations  imder  this  Subchapter  E. 
In  those  cases,  the  veterinary  prescrip¬ 
tion  statement  shall  comply  with  the  re¬ 
quirements  prescribed  bv  I  201.105  of  this 
chapter.  If  it  is  intended  for  udder  in¬ 
stillation  in  cattle  it  shall  be  exempt 
from  the  requirements  of  §  201.100(b)  (5) 
of  this  chapter. 

(ii)  If  it  contains  adrenocorticotropic 
hormone,  it  shall  comity  with  <  201.105 
of  this  chapter  smd  with  the  require¬ 
ments  of  §  440.274a(a)  (3)  of  this  chap¬ 
ter. 

(iii)  Each  package  shall  bear  on  its 
label  and  labeling,  unless  it  is  intended 
for  udder  instillation  in  cattle,  the  state¬ 
ment  “Warning — Not  for  use  in  animals 
which  are  raised  for  food  production”. 

(4)  Requests  for  certification;  sam~ 
pies.  If  the  batch  of  procaine  penicillin 
G  in  oil  is  intended  solely  for  udder  in¬ 
stillations  of  cattle  and  is  not  required 
to  be  sterile,  test  results  for  toxicity,  ster¬ 
ility,  and  pyrogens  are  not  required. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  procaine 
penicillin  in  oil  are  described  under 
§  440.274a  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Sterile  procaine  penicil¬ 
lin  G  with  aluminum  stearate  suspension 
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conforms  to  the  standards  of  identity, 
strength,  quality,  and  purity  prescribe 
by  paragraph  (a)  of  this  section.  Each 
milliliter  contains  300,000  imits  of  peni¬ 
cillin  activity  in  sesame  oil  gelled  with 
2  percent  aluminiun  monostearate. 

(2)  Sponsor.  See  No.  000003  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use — (i)  It  is  used 
as  an  intramuscular  injection  in  the 
treatment  of  infections  caused  by  peni¬ 
cillin-susceptible  organisms  such  as 
Streptococci,  Staphylococci,  and  Coryne- 
bacteria. 

(ii)  It  is  administered  to  dogs  and 
cats  at  10,000  units  per  poimd  of  body 
weight  once  daily  and  to  horses  at  3,000 
units  per  pound  of  body  weight  once 
daily. 

(ill)  The  label  and  labeling  shall  bear, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act,  a  statement  that  the 
drug  is  not  for  use  in  food- producing 
animals  and  a  statement  that  Federal 
law  restricts  this  drug  to  use  by  or  on 
the  order  of  a  licensed  veterinarian. 

§  540.274d  Procaine  penicillin  in  strep¬ 
tomycin  sulfate  solution;  procaine 
penicillin  in  dihydrostrcptomycin 
sulfate  solution. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strenqth, 
quality,  and  purity.  Procaine  penlcUllc 
in  streptomycin  sulfate  solution  is  pro¬ 
caine  penicillin  O  suspended  in  an  aque¬ 
ous  solution  of  streptomycin  sulf  ate.  Pro¬ 
caine  penicillin  in  dlhydrostreptomycln 
sulfate  solution  is  procaine  penicillin 
suspended  in  an  aqueous  solution  of  di- 
hydrostreptomycln  sulfate  or  crystalline 
dlhydrostreptomycln  sulfate.  Such  solu¬ 
tion  shall  contain  one  or  more  suitable 
and  harmless  buffer  substances,  preserv¬ 
atives,  and  suspending  or  dispersing 
agents,  and  it  may  contain  one  or  more 
suitable  and  harmless  stabilizing  agents, 
procaine  hydrochloride  in  a  concentra¬ 
tion  not  exceeding  2  percent,  a  suitable 
antlhlstamlnic,  a  suitable  anticholinergic 
and  cortlscme,  or  a  suitable  derivative  of 
cortisone.  It  is  so  ourlfied  that: 

(i)  Each  milliliter  shall  contain  not 
less  than  100,000  units  of  procaine  peni¬ 
cillin  and  not  less  than  0.25  gram  of 
streptomycin  sulfate  or  dihydrostrepto- 
mycln  sulfate,  but  each  immediate  con¬ 
tainer  shall  contain  not  less  than  300,000 
units  of  procaine  penicillin  and  not  less 
than  0.25  gram  of  streptomycin  sulfate 
or  dlhydrostreptomycln  sulfate; 

(ii)  It  is  sterile; 

(ill)  It  Is  nonpyrogenlc: 

(Iv)  It  is  nontoxic;  and 

(v)  Its  nH  is  not  less  than  5.0  and 
not  more  than  8.0. 

The  procaine  penicillin  used  conforms 
to  the  requirements  prescribed  by 
§  440.74a(a)  (1)  of  this  chapter.  The 
streptomycin  sulfate  u«ed  conforms  to 
the  requirements  prescribed  bv  8  444.70a 

(a)  (1).  or  §  444.270b(a)  of  this  chapter. 
The  dihvdrostreptomvcin  sulfate  used 
conforms  to  the  requirements  prescribed 
by  §  444.10a(a)  (1)  or  S  444.270b(a)  (1)  of 
this  chapter.  Each  other  substance  used, 
if  its  name  is  recognized  In  the  U.S.P.  or 
N.F.,  conforms  to  the  standards  pre- 
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scribed  therefor  by  such  official  com¬ 
pendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.S.P.,  shaU  be 
sterile  at  the  time  of  filling  and  closing, 
shall  be  so  sealed  that  the  contents  can¬ 
not  be  used  without  destroying  sudi 
seal,  and  shall  be  of  such  composition  as 
will  not  cause  any  change  in  the  strength, 
quality,  or  pmity  of  the  contents  beyond 
any  limit  therefor  in  applic'ble  stand¬ 
ards,  except  that  minor  changes  so 
caused  which  are  normal  and  imavoid- 
able  In  good  packaging,  storage,  and  dis¬ 
tribution  practice  shall  be  disregarded. 
In  case  it  Is  packaged  for  dispensing,  it 
shall  be  In  Immediate  containers  of 
transparent  glass  closed  by  a  substance 
through  which  a  hypodermic  needle  may 
be  Introduced  and  withdrawn  without 
removing  the  closure  or  destroying  its 
effectiveness,  unless  It  is  packaged  to  con¬ 
tain  a  single  dose.  Each  such  container 
shall  contain  not  less  than  1.0  milliliter, 
and  each  shall  be  filled  with  a  volume  in 
excess  of  that  designated,  which  excess 
shall  be  sufficient  to  permit  the  with¬ 
drawal  and  administration  of  the  voliune 
indicated,  whether  administered  in 
either  single  or  multiple  dose. 

(3)  Labeling — (1)  It  is  packaged  for 
dispensing  and  it  contains  an  antihis- 
taminic,  and  anticholinergic,  or  cortisone 
or  a  derivative  of  cortisone.  In  addition 
to  the  labeling  requirements  prescribed 
by  8  201.105  of  this  chapter  (regulations 
issued  under  section  502(f)  of  the  act), 
each  package  shall  bear  on  the  label  or 
labeling,  as  hereinafter  indicated,  the 
following: 

(o)  On  the  outside  wrapper  or  con¬ 
tainer,  the  statement  '‘Store  in  refriger¬ 
ator  not  above  15"  C.  (59'  F.)”. 

(b)  the  outside  wra^^r  or  con¬ 
tainer  and  the  immediate  container,  the 

statement  “Expiration  date _ ”, 

the  blank  being  filled  in  with  the  date 
that  is  12  months  after  the  month  dining 
which  the  batch  was  certified,  except 
that  the  blank  may  be  filled  in  with  the 
date  that  is  18  months.  24  months,  or  36 
months  after  the  month  during  which 
the  batch  was  certified  if  the  person  who 
requests  certification  has  submitted  to 
the  Commissioner  results  of  tests  and 
assays  showing  that  after  having  been 
stored  for  such  period  of  time  such  drug 
as  prepared  by  him  complies  with  the 
standards  prescribed  by  paragraph  (a) 
(1)  of  this  section. 

(c)  On  the  label  and  the  labeling,  the 
statement  “For  use  only  in  cats,  dogs, 
and  horses;  not  for  use  in  horses  to  be 
slaughtered  for  hitman  consumption”. 

’  (d)  After  the  name  procaine  peni¬ 
cillin  in  streptomycin  sulfate  solution 
veterinary”,  or  “procaine  penicillin  in 
dihydrostreptociycin  sulfate  solution 
veterinary”,  wherever  such  name  ap¬ 
pears,  the  words  “with _ ”,  in 

Juxtaposition  with  such  name,  the  blank 
being  filled  in  with  the  established  name 
of  the  antihistaminic.  the  anticholiner¬ 
gic,  the  cortisone,  or  the  derivative  of 
cortisone. 

(ii)  It  is  packaged  for  dispensing  and 
it  does  not  contain  an  antihistaminic. 
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an  anticholinergic,  or  cortisone  or  a 
derivative  of  cortisone.  It  shall  comply 
with  the  requirements  of  paragraph  (a) 
(3)(i)  of  this  section,  except: 

(o)  In  lieu  of  the  statement  “Caution: 
Federal  law  restricts  this  drug  to  sale 
by  or  on  the  order  of  a  licensed  veteri¬ 
narian”,  each  package  shall  include  in¬ 
formation  containing  directions  and 
warnings  adequate  for  the  veterinary 
use  of  the  drug  by  the  laity. 

(b)  If  it  contains  dihydrostreptomy¬ 
cin.  an  expiration  date  of  48  months  or 
60  months  may  be  used  if  data  have  been 
submitted  as  described  in  paragraph  (a) 
(3)  (i)  (b)  of  this  section. 

(c)  In  lieu  of  the  statement  required 
by  paragraph  (a)(3)(i)(c)  of  this  sec¬ 
tion.  the  labeling  shall  becu*  the  state¬ 
ment  “Warning — Ihe  use  of  this  drug 
must  be  discontinued  for  30  days  before 
treated  animals  are  slaughtered  for 
food”,  and,  if  the  drug  is  intended  for  use 
in  animals  producing  milk  for  human 
consumption,  the  labeling  shall  also  bear 
the  statement  required  by  §  510.106  of 
this  chapter. 

(iii)  It  is  packaged  solely  for  manufac¬ 
turing  use  and/or  repacking.  Each 
package  shall  bear  on  its  outside  wrapper 
or  container  and  the  immediate  con¬ 
tainer.  the  following: 

(a)  The  number  of  units  of  procaine 
penicillin  and  the  number  of  milligrams 
or  grams  and  streptomycin  sulfate  or 
dihydrostreptomycin  sulfate  in  each 
milliliter. 

(b)  The  statement  “craution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription”. 

(c)  The  statement  “For  manufactur¬ 
ing  use”,  “For  repacking”,  or  “For 
manufacturing  use  or  repacking”. 

(d)  The  information  required  by 
paragraph  (a)  (3)  (i)  (a)  and  (b)  of  this 
section. 

(4)  Requests  for  certification:  sam¬ 
ples.  (i)  In  addition  to  complying  with 
the  requirements  of  §  514.50  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  diall  submit  with  his  request  a 
statement  showing  the  batch  mart:,  the 
niunber  of  packages  of  each  size  in  such 
batch,  the  number  of  units  of  procaine 
penicillin  and  the  number  of  milligrams 
or  grams  of  streptomycin  sulfate  or  di¬ 
hydrostreptomycin  sulfate  in  each  milli¬ 
liter  of  the  batch,  the  batch  marks  and 
(unless  they  were  previously  submitted) 
the  dates  on  which  the  latest  assays  of 
the  orocalne  penicillin  and  streptomycin 
sulfate  or  dlhydrostreptomycln  sulfate 
used  in  making  such  batch  were  com¬ 
pleted.  the  date  on  which  the  latest 
assay  of  the  drug  comprising  such  batch 
was  completed,  the  quantity  of  each  in¬ 
gredient  used  in  making  the  batch,  and 
a  statement  that  each  such  ingredient 
conforms  to  the  requirements  prescribed 
therefor  by  this  section. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a>  (4)  (v)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assavs  listed  after  each  of  the  following 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(o)  The  batch:  Potency,  sterility.  pH 
and.  if  it  does  not  contain  a  vegetable  oil 
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M  a  suqTendlng  acent,  toxicity  and 
pyrogens. 

(b)  The  procaine  penicillin  xised  in 
making  the  batch;  potency  (toxicity  and 
pyrogens  if  it  is  uWd  in  making  a  batch 
containing  a  vegetable  oil  as  a  suqTend- 
Ing  agent),  crystallinity,  penicillin  K 
content  (unless  it  is  procaine  penicillin 
O),  and  ^  penicillin  Q  content  tf  it  is 
procaine  penicillin  O. 

(c)  The  streptomsrcin  sulfate  or  di- 
hydrostreptomycln  sulfate  used  in  mak¬ 
ing  the  batch;  potency  (toxicity  and  py¬ 
rogens  if  it  is  used  in  making  a  ba^ 
containing  a  vegetable  oil  as  a  suspend¬ 
ing  agent),  histamine  content,  strqHo- 
mydn  content  if  it  Is  dlhydrostrQ>tomy- 
dn,  and  crystallinity  if  it  is  enrstaUina 
dihydro6trd>tomycln. 

(iii)  EXc^t  as  otherwise  provided  by 
paragraph  (a)  (4)  (v)  of  this  section,  if 
such  batch  is  packaged  for  dispdiaing, 
such  person  ah^  submit  in  cfxmection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(a)  The  batch: 

(f )  For  all  tests  except  sterility:  One 
immediate  omtalner  for  each  5,000  im¬ 
mediate  containers  in  such  batch,  but  in 
no  case  leas  than  12  immediate  contain- 
em. 

Such  samides  shall  be  collected  by  taking 
single  immediate  containers  at  such  in¬ 
tervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantittes 
packaging  during  the  intervals  are  i4>- 
proxlmately  equal. 

(2)  For  sterility  testing:  20  imme¬ 
diate  containers  collected  at  regular  in¬ 
tervals  throughout  each  filling  operation 
when  each  container  contains  not  lea 
than  600,000  units  or  not  lea  than  2.0 
milliliters,  or  40  immediate  containers 
when  each  contains  lea  than  these 
amounts. 

(b)  The  procaine  penicillin  used  in 
making  the  batdi;  three  packaga,  or 
10  padmges  if  it  is  used  to  make  a  batch 
containing  a  vegetable  oil  as  a  suspend¬ 
ing  agent,  each  containing  approxi¬ 
mately  equal  portions  of  not  lea  than 
0.5  gram,  packaged  in  accordance  with 
the  requironents  of  §  440.74a(a)  (2)  of 
this  chapter. 

(c)  The  streptomycin  sulfate  or  di- 
h]rdrostrd)tomycln  sulfate  used  in  mak¬ 
ing  the  batch;  six  packaga,  each  con¬ 
taining  approximately  equal  i^rtions  of 
not  lea  than  0.5  gram,  padcaged  in  ac¬ 
cordance  with  the  requirements  of 
S  444.70a(a)  (2)  of  this  chapter.  If  the 
strq;>toinycin  or  dihydrostreptomycin 
used  in  makizxg  ttie  batch  is  a  solution 
of  ttie  drug,  the  person  who  requests  cer¬ 
tification  shall  dry  a  sufficient  quantity 
of  the  solutlan  to  meet  these  sample 
requirements. 

(d)  In  case  of  an  initial  request  for 
oertlfleatian,  each  other  ingredioit  used 
in  making  the  batdi;  one  padmge  of 
each  containing  approximate  5  grams. 

(iv)  If  such  batdi  is  packaged  for  re- 
paddng.  such  person  shall  submit  with 
his  request  a  sample  consisting  of: 

(a)  For  all  tests  except  sterility;  12 
approKlmatdy  equal  portions  of  at  least  2 
minottarB. 


(b)  For  sterility  tating:  20  packages, 
each  containing  approximately  equal 
portions  of  at  least  4  milliliters. 

Each  such  portion  shall  be  taken  from 
different  parts  of  such  batch,  and  each 
shall  be  packaged  in  a  separate  container 
and  in  accordance  with  ^e  requirements 
of  paragraph  (a)  (2)  of  this  section. 

(V)  No  result  referred  to  in  paragraph 
(a)(4)(ii)  (b)  and  (c)  of  this  section, 
and  no  sample  referred  to  in  paragraph 

(a)  (4)  (iii)  (b)  and  (c)  of  this  section,  is 
required  if  such  result  or  sample  has  been 
previously  sulxnltted. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency — (i)  Procaine  penicillin 
content.  Proceed  as  directed  in  S  440.80a 

(b) (1)  of  this  charter,  except  para¬ 
graph  (b)(1)  (iv)  and  (ix)  of  that  sec¬ 
tion.  In  lieu  of  the  directions  in  para¬ 
graph  (b)(4)  of  this  section,  place  a 
repraentative  aliquot  of  the  sample  in  a 
blending  Jar,  add  1.0  milliliter  of  poly- 
sorbate  80  and  sufficient  1  percent  phos¬ 
phate  buffer,  pH  6.0,  to  make  a  total 
volume  of  500  milliliters.  Blend  3  to  5 
minuta.  If  the  iodometric  assay  is  used, 
1  drop  of  the  1.2  N  Hd  is  added  to  the 
blank  immediately  before  the  addition  of 
the  0.01  N  L.  Its  content  of  procaine  peni¬ 
cillin  is  satisfactory  if  it  contains  not  lea 
than  85  percent  of  the  number  of  units 
that  it  is  repreahted  to  contain. 

(ii)  Streptomycin  svlfate  content. 
Prooeed  as  directed  in  (  444.70a(b)  (1) 
(X)  and  (xi)  of  this  chapter. 

(iii)  Dihydrostreptomycin  sulfate  con¬ 
tent.  Proceed  as  directed  in  S  444.10a(b) 
(1)  of  this  chapter. 

(2)  Sterility.  Proceed  as  directed  in 
S  436.20  of  this  chapter,  using  the  method 
described  in  paragraph  (e)(1)  of  that 
section,  except  add  sufficient  penicillinase 
to  the  diluting  fluid  to  solubilize  the  pro¬ 
caine  penicillin.  Use  diluting  fiuid  A;  if 
the  product  contains  lecithin,  use  diluting 
fiuid  D  instead.  Swirl  the  fiask  to  com¬ 
pletely  solubilize  the  procaJne  penicillin 
before  filtration.  If  the  preparation  con¬ 
tains  agents  that  prev^  solubilization, 
proceed  as  directed  in  paragraph  (e)  (2) 
of  that  section,  using  medium  B  in  lieu 
of  medium  A. 

(3)  Toxicity.  Proceed  as  directed  in 
S  440.80a(b)  (4)  of  this  chapter,  using 
as  a  tat  dose  0.5  milliliter  of  a  solution 
of  the  sample  containing  1.0  milligram 
of  streptomycin  or  dlhydratreptomycin 
per  mUliliter. 

(4)  Pyrogens.  Proceed  as  directed  in 
S  S4n  9*^0  (’h) 

(5)  pH.  Proc^  as  directed  in  S  440.80 
a(b)(5)(il)  of  this  chapter,  using  the 
imdiluted  aqueous  suspension. 

§  540.274e  Procaine  penicillin  and 
streptomycin  in  oil;  procaine  peni¬ 
cillin  and  dihydroetreplomycin  in  oil. 

(a)  Requirements  for  certiAcation — 
(1)  Procaine  penicillin  and  streptomy¬ 
cin  in  oil  and  procaine  penicillin  and 
dihydrostreptomycin  in  oil  conftxm  to  all 
requirements  and  to  all  procedura  pre¬ 
scribed  in  1 440.374a(a)  for  procaine 
penicillin  in  oil  for  udder  instillations  of 
cattle  or  subcutaneous  infection  in  fold, 
except  that: 

(1)  It  contains  not  lea  than  2.0  mllll- 
grams  of  streptomycin  or  tfihydrastrep- 


tomycln  per  milliliter.  The  streptomycin 
or  dlhydrostreptomjrcin  used  conforms 
to  the  standards  prescribed  by  9  444.10a 
(a)  or  9  444.70a(a)  (1)  of  this  chapter, 
except  the  standards  for  sterility,  pyro¬ 
gens,  and  histamine,  or  by  9  539.170(a) 
(1)  of  this  chapter,  except  that  if  it  is  in¬ 
tended  for  udder  instillations  of  cattle 
the  dihydrostreptomycin  used  conforms 
to  the  standards  prescribed  by  9  444.70a 
(a)  of  this  chapta,  except  the  standards 
for  sterility,  toxicity,  pyrogens,  and  his¬ 
tamine,  or  by  9  539.170(a)(1)  of  this 
chapter,  except  the  standard  for  toxicity. 

(U)  It  may  contain  cortisone  or  a 
suitable  derivative  of  cortisone,  and/or 
one  suitable  sulfonamide,  if  it  is  intended 
solely  for  udder  instillations  of  cattle, 
whlc^  ingredient,  if  its  name  is  recog¬ 
nized  in  the  UJ3 j*.  or  N.F.,  conforms  to 
the  standards  prescribed  therefor  by 
such  official  compendium.  If  it  is  in¬ 
tended  solely  for  udder  Instillations  of 
cattle,  it  may  be  packaged  in  containers 
with  (me  or  more  suitable  inert  gasa. 

(iii)  In  addition  to  the  labeling  re¬ 

quirements  prescribed  for  procaine  peni¬ 
cillin  in  oil  by  9  540.274c (a)  (3),  each 
package  shall  bear  on  the  outside  wrap¬ 
per  or  container  and  the  Immediate  con¬ 
tainer  the  statement  "For  udder  instilla¬ 
tions  of  cattle  only”  or  the  statonent 
"For  subcutaneous  injection  in  fowl 
only";  and  if  it  is  a  multiple-dose  con¬ 
tainer,  the  statement  “Sha^  well.”  Each 
package  shall  also  bear  on  its  label  and 
labeling,  if  it  c(mtains  one  or  more  of  the 
other  active  ingredients  specified  in  para¬ 
graph  (a)  (1)  (ii)  of  this  sectlcm,  after  the 
name  "procaine  penicillin  and  strep¬ 
tomycin  in  oil”  or  "procaine  penicillin 
and  dihydrostreptomycin  in  oil”,  wher¬ 
ever  it  appears,  the  words  "with _ 

(the  blank  being  filled  in  with  the  atab- 
lished  name  of  each  such  other  ingredi¬ 
ent)  ”,  in  Juxtaposition  with  such  name. 

(iv)  In  addition  to  complynlg  with  the 
requirements  of  9  440.274a(a)  (4)  of  this 
chapter,  a  person  who  requats  certifica¬ 
tion  of  a  batch  of  procaine  penicillin  and 
streptomycin  in  oil  or  procaine  penicillin 
and  dihydrostrept<xnycin  in  oil  shall  sub¬ 
mit  with  his  requat  a  statement  showing 
the  batch  mark  and  (unlea  it  was  previ¬ 
ously  submitted)  the  raults  and  the  date 
of  the  latest  tests  and  assays  of  the 
streptomycin  or  dlhydrostreptomycin 
used  in  making  the  batch  for  potency, 
toxicity,  (if  it  is  intended  for  subcutane¬ 
ous  injection  in  fowl),  moistiure,  pH, 
streptomycin  content  if  it  is  dihydro¬ 
streptomycin,  and  crystallinity  if  it  is 
crystalline  dihydrostreptomycin;  the 
number  of  units  of  peafficillin  and  the 
number  of  milligrams  of  streptomycin  or 
dihydrostreptomyidn  in  each  milliliter  of 
the  batch  or  in  each  prescribed  doa. 
He  shall  also  submit  in  connection  with 
his  requat  a  sample  consisting  of  not 
lea  than  six  immediate  containers  of 
the  batch  and  (unleu  it  was  previous¬ 
ly  submitted)  a  sample  consisting  of  six 
packaga  containing  approximately 
e(iual  portions  of  not  lea  than  0.5  gram 
each  of  the  streptomycin  or  dlhydro- 
streptamy<dn  used  in  making  the  batch, 
packaged  in  accordance  with  the  re- 
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quirements  of  S  444.70a(a)  (2)  of  this 
chapter. 

(b)  Tests  and  methods  of  assay — (1> 
Potency — (i)  Penicillin  content.  Proceed 
as  directed  in  §  536.501(a)  or  S  440.274a 

(b)  (1)  (i)  (a)  of  this  chapter.  Its  content 
of  penicillin  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  number 
of  units  per  milliliter  that  is  represented 
to  contain. 

(ii)  Streptomycin  content.  Proceed  as 
directed  in  §  536.501(a)  (4)  of  this  chap¬ 
ter.  Its  content  of  streptomycin  is  satis¬ 
factory  if  it  contains  not  less  than  85 
percent  of  the  number  of  milligrams  per 
milliliter  that  it  is  represented  to  con¬ 
tain. 

(iii)  Dihydrostreptomycin  content. 
Proceed  as  directed  in  §  536.501(a)  (5) 
of  this  chapter.  Its  content  of  dihydro¬ 
streptomycin  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  number  of 
milligrams  per  milliliter  that  it  is  rep¬ 
resented  to  contain. 

(2)  Moisture.  Using  1  milliliter  as 
the  test  sample  proceed  as  directed  in 
§  436.500(c)  of  this  chapter. 

(Secs.  409,  607.  612.  69  Stat.  463,  as  amended. 
73  Stat.  1786-1788,  83  Stat.  343-361;  31  Un.O. 
348,  357,  360b) 

§  540.274f  Penicillin  and  dihydrostrep- 
tomycin-slreptomycin  sulfates;  pro* 
caine  penicillin  in  dihydrostreptomy- 
cin-streptomycin  sulfates  solution. 

(a)  Requirements  for  certification — 

(1 )  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Penicillin  and  dihydro- 
streptomycln-streptomycin  sulfates  and 
procaine  penicillin  in  dihydrostr^tmny- 
cin-streptomycin  sulfates  solution  con¬ 
form  to  the  stsindards  prescribed  by 
§  544.211b(a)  (1)  of  this  chapter  for 
dlhydrostreptomycin-streptomycin  sulf¬ 
ates.  except  that: 

(i)  It  contains  dry  procaine  penicil¬ 
lin,  benzathine  penicillin  G.  cnrstalline 
penicillin  O.  chloroprocaine  penicillin  O. 
crystalline  sodium  penicillin  or  potas¬ 
sium  penicillin,  or  a  mixture  of  any  com¬ 
bination  of  such  salts,  or  it  contains  pro¬ 
caine  penicillin  suspended  in  an  aqueous 
solution  of  dlhydrostreptomycin-strepto- 
mycin  sulfates.  The  procaine  penicil¬ 
lin  used  conforms  to  the  requirements 
prescribed  Dy  §  440.74a(a)  (1)  of  this 
chapter.  The  crystalline  penicillin  used 
conforms  to  the  requirements  prescribed 
for  crystalline  penicillin  by  5  440.80a(a) 
(1)  of  this  chapter.  The  benzathine  peni¬ 
cillin  Q  used  conforms  to  the  require¬ 
ment  prescribed  by  S  440.55a(a)  (1)  of 
this  chapter.  The  crystalline  penicillin  O 
used  conforms  to  the  requirements  pre¬ 
scribe  bv  8  440.80a(a)  (2)  of  this  chapter. 
The  chloroprocaine  penicillin  O  used 
conforms  to  the  requirements  prescribed 
by  S  440.59(a)  (1)  of  this  chaoter. 

(ii)  It  may  contain  suitable  and  harm¬ 
less  buffer  substances,  preservatives, 
suspending,  dispersing,  and  stabilizing 
agents.  Each  such  substance,  if  its 
name  is  recognized  in  the  U.  8.  P.  or 
N.  P.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  olflcial  com¬ 
pendium 

(iii)  The  mol«ture  content  oi  the  dry 
mixture  is  not  more  than  3.5  percent. 


except  if  it  contains  procaine  penicillin 
or  chloroprocaine  penicillin  O,  its  mois¬ 
ture  content  is  not  more  than  4.2  percent, 
and  if  it  contains  benzathine  penicillin 
O  its  moisture  content  is  not  more  than 
6  percent. 

(iv)  The  pH  of  a  solution  or  a  suspen¬ 
sion  prepared  as  directed  in  its  labeling 
is  not  less  than  5.0  and  not  more  than 
7.5. 

(2)  Packaging.  It  shall  be  packaged 
in  accordance  with  the  requirements 
prescribed  by  §  544.211b(a)  (2)  of  this 
chapter,  except  that  each  immediate 
container  or  each  milliliter  shall  contain 
not  less  than  300,000  units  of  penicillin, 
0.125  gram  dlhydrostreptomycin,  and 
0.125  gram  streptomycin. 

(3)  Labeling.  If  it  is  a  dry  mixture  it 
shaU  be  labeled  in  accordance  with  the 
requirements  prescribed  by  §  540.250(a) 

(3) .  If  it  is  a  suspension  of  the  drug,  it 
shall  be  labeled  in  accordance  with  the 
requirements  prescribed  by  8  540.274d(a) 
(3).  If  it  contains  benzathine  penicillin 
Q  or  chloroprocaine  penicillin  O.  its  label 
and  labeling  shall  bear  the  statement 
“Warning — Not  for  use  in  animals  which 
are  raised  for  food  production”. 

(4)  Request  for  certification;  samples. 

(i)  In  addition  to  complying  with  the  re¬ 
quirements  of  8  544.211b(a)  (4)  (i)  of  this 
chapter,  a  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  a  statement 
showing  the  dates  on  which  the  latest 
assays  of  the  penicillin  used  in  maUng 
the  batch  were  completed  (unless  they 
were  previously  submitted),  the  batch 
marks,  and  the  content  of  each  salt  of 
penicillin  in  each  container. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a)(4)(v)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  results  of  the  tests  and 
assays  listed  after  each  of  the  following 
made  by  him  <m  an  accurately  represent¬ 
ative  sample  of: 

(a)  The  batch;  content  of  each  salt  of 
penicillin,  content  of  dihydrostreptomy¬ 
cin  and  streptomycin,  sterility,  toxicity 
psrrogens,  moisture  (if  it  is  the  dry  mix¬ 
ture)  ,  and  pH. 

(b)  The  procaine  penicillin  used  in 
making  the  batch;  potmey,  crystallinity 
penicillin  K  content  (unless  it  is  peni¬ 
cillin  O)  and  the  penicillin  G  content  if 
it  is  procaine  penicillin  G. 

(c)  The  crystalline  sodium  or  potas¬ 
sium  penicillin  used  in  making  the 
batch;  potency,  crystallinity,  heat  stabil¬ 
ity.  penicillin  K  content  (unless  it  is  crys¬ 
talline  penicillin  G).  and  the  penicillin 
G  content  if  it  is  crystalline  penicillin  G 

(d)  The  benzathine  penicillin  G  used 
in  making  the  batch:  potency,  crystal¬ 
linity.  and  penlclPln  G  content 

(e)  The  crystalline  penicillin  O  used 
in  making  the  batch:  potency,  crystal¬ 
linity.  heat  stability,  penicillin  O  con¬ 
tent.  and  penicillin  G  content. 

(/)  The  chloroprocaine  penicillin  O 
used  in  making  the  batch:  potency, 
crystallinity,  chloroprocaine  penicillin  O 
content,  and  chloroprocaine  penicillin  G 
content 

(g>  The  dihydrostreptomycin  and 
streptomycin  used  in  makintr  the  batch: 
potency,  histamine  content,  and  crystal¬ 


linity  if  it  is  crystalline  dlhydrostrep- 
tmnycin. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (v)  of  this  section,  if 
such  batch  is  pcu:kaged  for  dispensing 
such  person  shall  submit  in  connectiem 
with  his  request  in  the  quantities  here¬ 
inafter  indicated,  accuratdy  representa¬ 
tive  samples  of  the  following: 

(a)  The  batch: 

(1)  For  all  tests  except  sterility:  One 
immediate  container  for  each  5,000  im¬ 
mediate  contedners  in  such  batch,  but 
in  no  case  less  than  13  (14  if  it  contains 
benzathine  penicillin  G)  immediate 
containers. 

Such  samples  shall  be  collected  by  taking 
single  immediate  containers  at  such  in¬ 
tervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  ap- 
proximately  equal. 

(2)  For  sterility  testing:  20  inunediate 
containers  collected  at  regular  intervals 
throughout  each  filling  operation  when 
each  container  contains  not  less  than 
600,000  units  or  not  less  than  2.0  mil¬ 
liliters.  or  40  immediate  containers  When 
each  contains  less  than  these  amounts. 

(b)  The  procaine  penicillin  used  in 
making  the  batch;  3  peudeages  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  0.5  gram,  each  packaged  in 
accordance  with  the  requirements  of 
§  440.80a  of  this  chapter. 

(c)  The  crystalline  penicillin  used  in 
making  the  batch;  3  packages  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  250  milligrams,  each  packaged 
in  accordance  with  the  requirem^ts  of 
8  440.80a  of  this  chapter. 

(d)  The  benzathine  penicillin  G  used 
in  making  the  batch;  3  packages  con¬ 
taining  aimroxlmately  equal  portions  of 
not  less  than  0.5  gram  each,  packaged 
in  accordance  with  the  requiremmts  of 
8  440.55a(a)  (2)  of  this  chapter. 

(e)  The  crystalline  peiilclllin  O  and 
the  chloroprocaine  pmicUlin  O  used  in 
making  the  batch;  3  packages  of  each, 
containing  approximately  equal  por¬ 
tions  of  not  less  than  300  milligrams 
each,  packaged  in  accordance  with  the 
requirements  of  §  440.80a(a)  (2)  of  this 
chapter  and  §  440.59a(a)  (2)  of  this 
chapter, 

(/)  The  dihydrostreptomycln  and 
streptomycin  used  in  making  the  batch; 
6  packages  of  each  salt  ccmtainlng  ap¬ 
proximately  equal  portions  of  not  less 
than  0.5  gram,  each  packaged  in  ac¬ 
cordance  with  the  requirements  of 
§  444.70a (a)  (2)  of  this  chapter. 

(fir)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient 
used  in  making  the  batch;  one  package 
of  each  containing  approximately  5.0 
grams. 

(iv)  If  such  batch  is  packaged  for  re¬ 
packing  such  person  shall  submit  with 
his  request  a  sample  consisting  of  the 
following: 

(a)  For  all  tests  except  sterility;  13 
(14,  if  it  contains  benzathine  penicillin 
G)  approximately  equal  portions  of  at 
least  2.0  grams. 

(b)  For  sterility  testing:  20  packages, 
each  containing  approximately  equal 
portions  of  at  least  1.0  gram. 
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Each  such  portion  shall  be  taken  from 
a  different  part  of  such  batch  and  each 
shall  be  packaged  in  a  separate  con¬ 
tainer  and  in  accordance  with  the  re¬ 
quirements  of  paragraph  (b)  of  this 
section. 

(V)  No  result  referred  to  in  paragrarh 

(a)(4)(U)  (b), (c),  (d). (c),  if)  and  ig) 
of  this  section,  and  no  sample  referred 
to  in  paragraph  (a)  (4)  (iii)  (b) ,  (c) ,  (d) , 
(e)  and  (/)  of  this  section,  is  required 
if  such  result  or  sample  has  been  previ¬ 
ously  submitted. 

(b)  rests  and  methodLs  of  assay — 

(1)  Potency.  Use  as  the  sample  for 
assay  a  representative  aliquot  of  the 
suspension  equivalent  to  one  dose;  or 
if  it  is  a  dry  mixture  of  the  drug,  a  rep¬ 
resentative  aliquot  of  the  drug  equiva¬ 
lent  to  one  does  after  it  has  been  recon¬ 
stituted  as  directed  in  the  labeling. 

(1)  Penicillin  content.  If  it  contains: 

(a)  Crystalline  penicillin  and  dihydro¬ 
streptomycin-streptomycin  sulfates . 
Proceed  as  directed  in  1540.250(b)(1) 
«ii)  if  it  is  the  dry  powder  or  in  5  540.- 
274d(b)  (1)  (i)  if  it  is  the  solution;  or 

(b)  Procaine  penicillin  and  dihydro¬ 
streptomycin-streptomycin  sulfates.  Pro¬ 
ceed  as  directed  in  §  540.250(b)  (1)  (ii) 
if  it  is  the  dry  powder  or  in  §  540.274d(b) 

(I)  (i)  if  it  is  the  solution;  or 

(c)  Benzathine  penicillin  G  and  di¬ 
hydrostreptomycin  -  streptomycin  sul¬ 
fates.  Proceed  as  directed  in  §  440.55a  (b) 
(1)  of  this  chapter,  except  that  in  the 
iodometric  assay  1  drop  of  1.2  N  HCH  is 
added  to  the  blank  immediately  before 
the  addition  of  the  0.01  N  L;  or 

(d)  Crystalline  penicillin  -  procaine 
penicillin  and  dihydrostreptomycin- 
streptomvcin  sulfates.  Proceed  as  di¬ 
rect^  in  S  436.503(a),  (b),  and  (c)  of 
this  chapter,  except  that  in  the  iodom¬ 
etric  assay  1  drop  of  1.2  2V  HCl  is  added 
to  each  blank  immediately  before  the 
addition  of  the  0.01  N  1,;  or 

(c)  Crystalline  penicillin  -  benzathine 
penicillin  G  and  dihydrostreptomycin- 
streptomycin  sulfates.  Proceed  as  di¬ 
rect^  in  S  436.506(a),  (b),  (c),  and  (d) 
of  this  chapter,  except  that  in  the  iodom¬ 
etric  assay  1  drop  of  1.2  N  HCl  is  added  to 
each  blank  immediate^'  before  the  addi¬ 
tion  of  the  0.01  N  I,;  or 

(/>  Crystalline  penicillin  -  procaine 
penicillin-benzathine  penicillin  G  and 
dihvdrostreptomycin-streptomycin  sul¬ 
fates.  Proceed  as  directed  in  S  436.507 

(a)  (1).  (2),  (3),  and  (4)  of  this  chapter, 
except  that  in  the  iodometric  assay  1 
drop  of  1.2  N  HCl  is  added  to  each  blank 
immediately  before  the  addition  of  the 
0.01  N  I.;  or 

(g)  Crystalline  penicillin  O-chloro- 
procaine  penicillin  O  and  dihydrostrep¬ 
tomycin-streptomycin  sulfates.  Proceed 
as  directed  in  §  436.503  (a),  (b),  (c), 
and  (d)  of  this  chapter,  with  the  follow¬ 
ing  exceptions: 

(f )  In  the  iodometric  assay,  1  drc^  of 
1 .2  N  HCl  is  added  to  the  blank  immedi¬ 
ately  before  the  addition  of  the  0.01  N  I> 

(2)  The  penicillin  O  working  standard 
is  used  as  the  standard  of  comparison  in 
the  iodometric  assay. 

(3)  In  the  colorimetric  determination 
of  chloroprocalne  penicillin  O,  the 
standard  cimve  is  prepared  by  using  a 


standard  solution  containing  31.04  mil¬ 
ligrams  of  chloroprocalne  hydrochloride 
in  1  liter  of  distilled  water;  or 

ih)  Procaine  penicillin  -  benzathine 
penicillin  G  and  dihydrostreptomycin- 
streptomycin  sulfates.  Proceed  as  di¬ 
rect^  in  S  536.507(a)  (  (1)  and  (2)  of 
this  chapter. 

The  total  potency  and  the  number  of 
units  of  ea^  salt  of  penicillin  are  satis¬ 
factory  if  the  immediate  containers  con¬ 
tain  not  less  than  85  percent  of  the  num¬ 
ber  of  units  that  they  are  represented  to 
contain. 

(il)  Combined  potency  of,  dihydro¬ 
streptomycin  and  streptomycin:  content 
of  streptomycin.  Proceed  as  directed  In 
§  544.211b(b)  (1)  and  (2)  of  this  chapter. 
Its  combined  potency  of  streptomycin 
and  dlhydrostreptomycin  is  satisfactory 
if  it  is  not  less  thaii  90  percent  of  the 
number  of  milligrams  that  it  is  repre¬ 
sented  to  contain.  Its  content  of  strepto¬ 
mycin  is  satisfactory  if  it  contains  not 
less  than  45  percent  and  not  more  than 
55  percent  of  the  combined  potency  of 
streptomycin  and  dihydrostreptomycin. 

(2)  Sterility — (i)  Penicillin  and  dihy¬ 
drostreptomycin  -  streptomycin  sulfate 
solution.  Proceed  as  directed  in  §  436.20 
of  this  chapter,  using  the  method  de¬ 
scribed  in  paragraph  (e)(1)  of  that 
section. 

(il)  Procaine  penicillin  in  dihydro¬ 
streptomycin-streptomycin  sulfate  solu¬ 
tion.  Proceed  as  directed  in  §  436.20  of 
this  chapter,  using  the  method  described 
in  paragraph  (e)  (2)  of  that  section,  ex¬ 
cept  use  medium  B  in  lieu  of  medium  A. 

(3)  Toxicity.  Proceed  as  directed  in 
§  540.250(b)  (3) ,  except  if  it  contains 
benzathine  penicillin  G,  proceed  as  di¬ 
rected  In  §  440.55a (b)  (3)  of  this  cliapter, 
using  a  test  suspension  containing  a  total 
penicillin  activity  of  4,000  units  per 
milUliter. 

(4)  Pyrogens.  Proceed  as  directed  in 
§  540.250(b)  (4),  except  if  it  contains 
benzathine  penicillin  O  proceed  as  di¬ 
rected  in  §  440.55a(b)  (3)  of  this  chapter, 
using  a  test  suspension  containing  a  total 
penicillin  activity  of  4,000  units  per  milli¬ 
liter. 

(5)  Moisture.  Proceed  as  directed  in 
S  440.80a(b)  (5)  (i)  of  this  chapter,  ex¬ 
cept  if  it  contains  procaine  penicillin, 
chloroprocalne  penicillin  O,  or  benza¬ 
thine  penicillin  O  proceed  as  directed  in 
§  440.74a(b)  (5)  of  this  chapter. 

(6)  pH.  Proceed  as  directed  in 
§  440.274b(b)  (6)  of  this  chapter. 

§  540.280  Sodium  penicillin  (penicil¬ 
lin  MKlium,  penicillin  wdium  salt), 
calcium  penicillin  (penicillin  cal¬ 
cium.  |>enicillin  calcium  «alt)  cr>'»* 
talline  penicillin  (crvfitalline  peni¬ 
cillin  sodium,  crystalline  penicillin 
M>dium  Halt,  crystalline  penicillin  po¬ 
tassium,  crystalline  penicillin  potas¬ 
sium  sail,  crystalline  penicillin  C  so¬ 
dium,  crystalline  penicillin  U  sodium 
salt,  crystalline  penicillin  C  potas¬ 
sium,  crystalline  penicillin  C  potas¬ 
sium  salt,  crystalline  penicillin  O 
sodium,  crystalline  penicillin  O  so¬ 
dium  salt,  crystalline  penicillin  O  po¬ 
tassium,  crystalline  penicillin  O  po¬ 
tassium  salt). 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 


for  sodium  penicillin  (penicillin  so(Uum, 
penicillin  sodium  salt) ,  calcium  penicil¬ 
lin  (penicillin  calcium,  penicillin  calcium 
salt),  crystalline  penicillin  (crystalline 
penicillin  sodium,  crystalline  penicillin 
sodium  salt,  crystalline  penicillin  potas¬ 
sium,  crystalline  penicillin  potassium' 
salt,  crystalline  penicillin  Q  sodium, 
crystalline  penicillin  Q  sodium  salt,  crys¬ 
talline  penicillin  O  potassium,  crystal¬ 
line  penicillin  O  potassium  salt, 
crystalline  penicillin  O  sodium,  crystal¬ 
line  penicillin  O  sodium  salt,  crystelline 
penicillin  O  potassium,  crystalline  peni¬ 
cillin  O  potassium  salt)  are  described 
under  §  440.30a  of  this  chapter 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  it  is  intended  solely  for  veterinary 
use:  (i)  Its  label  and  labeling  shall  com¬ 
ply  with  all  the  requirements  prescribed 
by  §  440.80a(a)  (3)  of  this  chapter,  ex¬ 
cept  that  in  lieu  of  the  statement  “Cau¬ 
tion:  Ftedenil  law  prohibits  dispensing 
without  prescription",  each  package 
shall  include  information  containing  di¬ 
rections  and  warnings  adequate  for  the 
veterinary  use  of  the  drug  by  the  laity. 

(ii)  If  it  ii.  intended  for  use  in  animals 
raised  for  food  production,  it  shall  be 
used  in  accf.  dance  with  paragraph  (c) 
of  this  section. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  sodium 
penicillin  (penicillin  sodium,  penicillin 
sodium  salt) ,  calcium  penicillin  (penicil¬ 
lin  calcium,  penicillin  calcium  salt) , 
crystalline  penicillin  (crystalline  peni¬ 
cillin  sodium,  crystalline  penicillin  so- 
diiun  salt,  crystalline  penicillin  petas- 
sium,  crystalline  penicillin  petassium 
salt,  crystalline  penicillin  O  sodium, 
crystalline  penicillin  G  sodium  salt,  crys¬ 
talline  penicillin  G  petasslum,  crystal¬ 
line  penicillin  G  petassium  salt,  crystal¬ 
line  penicillin  O  sodium,  crystalline  peni¬ 
cillin  O  sodium  salt,  crystalline  penicillin 
O  potassium,  crystalline‘penicillin  O  pw- 
tassium  salt)  are  described  under  §  440.- 
80a  of  this  ch«»Dter, 

(c)  Conditions  of  marketing — (1) 
Specifications.  Complies  with  the  re¬ 
quirements  of  paragraph  (a)  of  this  sec¬ 
tion. 

(2)  Sponsor.  [Reserved! 

(3)  Special  considerations.  (1)  The 
labeling  shall  bear  the  statement  “Warn¬ 
ing — The  use  of  this  drug  must  be  discon¬ 
tinued  for  5  davs  before  treated  animals 
are  slauc'htered  for  food”. 

(ii)  If  the  drug  is  intended  for  use  in 
animnls  producing  milk  for  human  con¬ 
sumption  the  labeling  shall  also  bear  the 
statement  “Milk  that  has  been  taken 
from  animals  during  treatment  and  for 

_ hours  ( _ milkings)  after  the 

latest  treatment  must  not  be  used  for 
food”,  the  blanks  being  filled  with  the 
figures  96  and  8  respectively,  unless  the 
snonsor  of  the  drug  has  submitted  the 
results  of  tests  and  assavs  demonstrating 
that  residues  of  the  drug  in  milk  from 
treated  animals  persist  for  a  shorter 
pjerlod  of  time  and  the  shorter  period 
is  authorized  by  the  Commissioner. 

(iii)  If  the  drug  is  Intended  for  use  in 
poultry,  the  labeling  shall  bear  a  state¬ 
ment  that  the  drug  is  not  to  be  used  in 
birds  producing  eggs  for  human  c<m- 
sumptlon. 
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(4)  Related  tolerances.  See  §  556.510 
of  this  chapter. 

(5)  Conditions  of  use.  As  an  Intramus¬ 
cular  or  intravenous  injection  in  food- 
producing  animals  in  an  amount  not  to 
exceed  2,000  units  per  pound  of  body 
weight  per  day. 

§  540.281  Crystalline  penirillin  implan¬ 
tation  and  injectable  dosage  forms. 

§  540.281a  Crystalline  penirillin  and 
epinephrine  in  oil. 

(a)  Requirements  for  certification — 

(1)  The  requirements  for  certification 
for  crystalline  penicillin  and  epinephrine 
in  oil  are  described  under  §  440.280d  of 
this  chapter. 

(2)  When  crystalline  penicillin  and 
epinephrine  in  oil  is  packaged  for  dis¬ 
pensing  and  intended  solely  for  veter¬ 
inary  use,  its  label  and  labeling  shall 
comply  with  all  the  requirements  pre¬ 
scribed  by  §  440.280d(a)  (3)  of  this 
chapter,  except  that  in  lieu  of  the  state¬ 
ment  “Caution:  Federal  law  prohibits 
dispensing  without  prescription”,  each 
package  shall  include  information  con¬ 
taining  directions  and  warnings  ade¬ 
quate  for  the  veterinary  use  of  the  drug 
by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  crystalline 
penicillin  and  epinephrine  in  oil  are  de¬ 
scribed  under  S  440.280d  of  this  chapter. 

§  540.281b  Buffered  erystalline  penieil- 
lin. 

(a)  Requirements  for  certification.  The 
requirements  for  certification  for  buff¬ 
ered  crystalline  penicillin  are  described 
under  9  440.81  of  this  chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  buffered 
crystalline  penicillin  are  described  under 
§  440.81  of  this  chapter. 

Subpart  C — Ophthalmic  and  Topical 
Dosage  Forms 

§  540.380  Penicillin  oplilbalmir  and 
topical  donage  forms. 

§  540.380a  Penicillin  ointment. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Penicillin  oint¬ 
ment,  is  calcium  penicillin,  crystal¬ 
line  penicillin,  procaine  penicillin,  or 
2-ephenamine  penicillin  O  in  a  suitable 
and  harmless  ointment  base,  with  or 
without  a  suitable  anesthetic.  If  it  is  in¬ 
tended  solely  for  topical  veterinary  use 
and  not  for  udder  instillation  in  dairy 
animals  and  is  conspicuously  so  labeled, 
it  may  contain  nltrofurazone.  If  it  is  in¬ 
tended  for  ophthalmic  use,  it  contains 
crystalline  penicillin  G  and  it  is  sterile. 
Its  moisture  content  is  not  more  than 
1.0  percent.  Its  potency  is  not  less  than 
250  units  per  gram.  The  calcium  penicil¬ 
lin  or  crystalline  penicillin  used  con¬ 
forms  to  the  requirements  of  §  440.80a 
fa)  (1)  of  this  chapter  except  the  limita¬ 
tion  on  penicillin  K  content  and  except 
§  440.80a(a)(l)  (1),  (li).  (iii),  and  (iv) 
of  this  chanter,  but  it«  potency  is  not  less 
than  300  imlts  per  milligram.  The  crys¬ 
talline  penicillin  O  used  in  making  peni¬ 
cillin  ophthalmic  ointment  conforms 


to  the  requirements  of  S  440.80a(a)  (1) 
of  this  chapter  except  the  limitation  on 
penicillin  K  content  and  except  §  440.80a 
(a)  (1)  (iv)  of  this  chapter.  The  procaine 
penicillin  used  conforms  to  the  require¬ 
ments  of  S  440.74a(a)  (1)  of  this  chap¬ 
ter,  except  paragraphs  (a)(l)(ii).  The 
i-ephenamine  penicillin  Q  used  con- 
.forms  to  the  requirements  of  §  440.65a 
(a)(1)  except  paragraph  (a)(1)  (li), 
(iii) .  and  (iv)  of  that  section.  Each  other 
substance  used,  if  its  name  is  recognized 
in  the  U.S.P.  or  N.P.,  conforms  to  the 
standards  prescribed  therefor  by  such 
official  compendium. 

(2)  Packaging.  Penicillin  (^tment. 
shall  be  packaged  in  collapsibel  tubes, 
which  shall  be  well-closed  containers 
as  defined  by  the  U.S.P.  and  shall 
not  be  larger  than  the  Vs -ounce  size 
if  such  ointment  is  represented  for 
ophthalmic  use  and  in  no  case  larger 
than  the  2-ounce  size.  The  composition 
of  the  immediate  container  shall  be  such 
as  will  not  cause  any  change  in  the 
strength,  quality,  or  purity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  exdbpt*that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  stor¬ 
age,  and  distribution  practice  shall  be 
disregarded. 

(3)  Labeling,  (i)  In  addition  to  the 
labeling  requirements  prescribed  by 
S  201.105  of  this  chapter,  each  package 
shall  bear  on  its  label  or  labeling,  as 
hereinafter  indicated,  the  following: 

(a)  An  expiration  date  that  conforms 
to  the  requirements  prescribed  by 
§  432.5(a)  (3)  of  this  chapter. 

(b)  On  the  outside  wrapper  or  con¬ 
tainer.  the  statement  “Store  in  refrigera¬ 
tor  not  above  15*  C.  (59*  P.)*'  or  “Store 
below  15'  C.  (59'  P.)  ”,  unless  the  person 
who  requests  certification  has  submitted 
to  the  Commissioner  results  of  tests  and 
assays  showing  that  such  drug  as  pre¬ 
pared  by  him  complies  with  the  stand¬ 
ards  prescribed  by  paragraph  (a)  (1)  of 
this  section  after  having  been  stored  at 
room  temperature:  but  in  no  case  shall 
such  statement  be  required  if  it  is  labeled 
with  an  expiration  date  that  is  9  months 
after  the  month  during  which  the  batch 
was  certified. 

(ii)  In  lieu  of  the  statement  “Caution: 
Federal  law  restricts  this  drug  to  use 
by  or  on  the  order  of  a  licensed  veteri¬ 
narian."  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity. 

(4)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  penicillin  used  in  making  the 
batch  for  potency,  moisture,  pH,  for  crys¬ 
tallinity  if  it  is  a  crystalline  salt  of  peni¬ 
cillin,  for  heat  stability  if  it  is  cryst^Iine 
penicillin  or  I-ephenamine  penicillin  O. 
for  the  penicillin  Q  content  if  it  is  peni¬ 
cillin  G,  for  the  specific  rotation  if  it  is 
l-ephenamlne  penicillin  G.  and  for  toxic¬ 
ity  if  the  ointment  is  intended  for 
ophthalmic  use. 


(b)  The  batch  for  potency  and  mois¬ 
ture  and  for  sterility  if  the  ointment  is 
Intended  for  ophthalmic  use. 

(ii)  Samples  required: 

(a)  The  penicillin  used  in  making  the 
batch:  Five  packages,  or  in  the  case  of 
crystalline  penicillin,  10  packages,  each 
containing  approximately  60  milligrams 
if  it  is  not  procaine  penicillin,  and  ap¬ 
proximately  300  milligrams  if  it  is  pro¬ 
caine  penicillin,  packaged  in  accordance 
with  the  requirements  of  §  440.74a(a)  (2) 
or  §  440.80a(a)  (2)  of  this  chapter. 

(b)  The  batch: 

(1)  For  all  tests  except  sterility:  A 
minimum  of  five  inunediate  containers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  inter¬ 
vals  throughout  each  filling  operation. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency.  Proceed  as  directed  in 
§  440.80a(b)  (1)  of  this  chapter,  except 
paragraph  (ix)  of  that  section,  and  in 
lieu  of  the  directions  in  S  440.80a(b)  (1) 
(iv)  of  this  chapter,  prepare  the  sample 
by  one  of  the  following  techniques: 

.(i)  Extraction.  Place  a  representa¬ 
tive  portion  of  the  sample  (usually  ap¬ 
proximately  1  gram,  accurately  weighed) 
or  the  entire  contents  of  a  single-dose 
container  in  a  separatory  funnel  con¬ 
taining  50  milliliters  of  peroxide-free 
ether.  If  the  sample  consists  of  sub¬ 
stantially  more  than  1  gram,  use  100 
milliliters  of  peroxide-free  ether.  Shake 
the  sample  and  ether  until  homogeneous. 
Add  25  milliliters  of  1 -percent  phosphate 
btiffer,  pH  6.0,  and  shake.  If  the  sample 
consists  of  substantially  more  than  1 
gram,  use  50  milliliters  of  buffer.  Allow 
the  layers  to  separate.  Remove  the 
buffer  layer  and  repeat  the  extractim 
with  new  portions  of  buffer  at  least  three 
times  and  any  additional  times  necessary 
to  ensure  complete  extraction  of  the 
antibiotic.  Combine  the  extractives  and 
make  the  proper  estimated  dilutions  with 
buffer. 

(ii)  Blending.  Place  an  accurately 
weighed  representative  portion  of  the 
sample  (usually  approxls^tely  1  gram), 
or  the  entire  contents  of  a  single-dose 
container,  in  a  blending  jar  containing 
i.O  milliliter  of  polysorbate  80  and  suffl* 
dent  1 -percent  phosphate  buffer,  pH  6.0, 
to  give  a  final  volume  of  200  milliliters. 
If  the  sample  consists  of  substantially 
more  than  1  gram,  use  sufQcient  buffer  to 
give  a  final  volume  of  500  milliliters. 
Using  a  high-speed  blender,  blend  the 
mixture  for  2  minutes  and  then  make  the 
proper  estimated  dilutions  with  buffer. 
Its  content  of  penicillin  is  satisfactory  if 
It  contains  not  less  than  85  percent  of  the 
number  of  units  that  it  is  represented  to 
contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  436.500(c)  of  this  chapter,  using  a 
weighed  sample  of  approximately  1  gram 
dissolved  in  10  milliliters  of  a  mixture  of 
equal  parts  of  dry  chloroform  and  car¬ 
bon  tetrachloride,  but  in  lieu  of  calcu¬ 
lating  the  milliliters  of  Karl  Fischer 
reagent  equivalent  to  10  milliliters  of 
chloroform,  determine  the  milliliters  of 
reagent  equivalent  to  10  milliliters  of 
the  mixture  of  chloroform  and  carbon 
tetrachloride. 
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(3)  Sterility.  If  the  ointment  is  in¬ 
tended  for  ophthalmic  use,  proceed  as 
directed  in  §  436.20  of  this  chapter,  using 
the  method  described  in  paragraph  (e) 

(3)  of  that  section. 

(Secs.  40S.  607,  512,  59  Stat.  463,  as  amended, 
72  Stat.  1786-1788,  as  amended,  82  Stat.  343- 
351;  21  U.S.C.  348,  357,  360b) 

§  540.380b  Pro-aine  penicillin-neoray- 
cin>polymy\in  in  oil;  procaine  pcni* 
cillin-neomycin-polymyxin  ointment. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity.  and  purity.  Procaine  penicillin- 
neomycin-polymyxin  in  oil  is  a  suspen¬ 
sion  of  procaine  penicillin  neomycin  and 
pKilymyxin  in  refined  peonut  oil  or  ses¬ 
ame  oil,  with  or  without  the  addition  of 
one  or  more  suitable  and  harmless  dis¬ 
persing  and  suspending  agents.  Procaine 
penicillin-neomycin-polymyxin  ointment 
is  procaine  penicillin,  neomycin,  and 
polymyxin  in  a  suitable  and  harmless 
ointment  base.  Each  of  the  drugs  may 
contain  a  suitable  anesthetic,  a  suitable 
and  harmless  preservative,  a  suitable  and 
harmless  salt  of  cobalt,  one  or  more  suit¬ 
able  sulfonamides,  and  cortisone  or  a 
suitable  derivative  of  cortisone.  The 
moisture  content  of  each  drug  is  not 
more  than  1.0  percent.  Each  drug  con¬ 
tains  not  less  than  25,000  units  of  pro¬ 
caine  penicillin,  not  less  than  17.5  milli¬ 
grams  of  neomycin,  and  not  less  than  5,- 
000  units  of  polymyxin  per  milliliter  or 
per  gram.  The  procaine  penicillin  used 
conforms  to  the  requirements  of  S  440.74a 

(a)(1)  of  this  chapter,  except  para¬ 
graph  (a)(1)  (il),  (ill),  and  (iv)  of 
that  section.  The  neomycin  used  con¬ 
forms  to  the  standards  prescribed  by 
S  444.42a(a)  (1)  (1).  (v),  and  (vi)  of  this 
chapter.  The  polymyxin  used  conforms  to 
the  requirements  of  §  444.170a(a)  (1)  of 
this  chapter,  except  the  standard  for 
toxicity.  Each  other  substance  used,  if  its 
name  is  recognized  in  the  U.S.P.  or  N.F., 
conforms  to  the  standards  prescribed 
therefor  by  such  ofiBcial  compendium. 

(2)  Packaging:  labeling;  request  for 
certification,  samples.  Each  drug  con¬ 
forms  to  all  requirements  and  proce¬ 
dures  prescribed  for  penicillin  ointment 
veterinary,  by  §  540.380a(a)  (2)  (b)  (ex¬ 
cept  that  procaine  penlclllin-neomycin- 
polymsTcln  in  oil,  veterinary,  may  be 
packaged  in  plastic  tubes),  (a)(3)  and 

(4) ,  except  that: 

(i)  In  addition  to  the  labeling  pre¬ 
scribed  for  penicillin  ointment,  vet¬ 
erinary,  by  S  540.380a(a)  (3) ,  if  they  con¬ 
tain  one  or  more  of  the  active  ingredients 
specified  in  paragraph  (a)  of  this  sec¬ 
tion,  eadi  package  shall  bear  on  the 
outside  wrapper  or  container  and  the 
immediate  container,  after  the  name 
“procaine  iJenicillin  -  neomycin  -  poly¬ 
myxin  in  oil,  veterinary”  or  “procaine 
penicillin  -  neomycin  -  polymyxin  oint¬ 
ment,  veterinary”,  wherever  it  appears, 

the  words  “with _ ,”  the  blank 

b^ng  filled  in  with  the  established  name 
of  each  such  other  ingredient,  in  Juxta¬ 
position  with  such  name. 

(il)  In  addition  to  complying  with  the 
requirements  of  S  540.380a(a)  (4) ,  a  per¬ 
son  who  requests  certification  of  a  batch 


shall  submit  with  his  request  a  statement 
showing  the  batch  maiic  and  (unless  they 
were  previously  submitted)  the  results 
and  the  dates  of  the  latest  tests  and  as¬ 
says  of  the  neomycin  (for  potency,  mois¬ 
ture,  and  pH)  and  p<dymyxin  (for  po¬ 
tency)  used  in  making  the  batch;  the 
number  of  units  of  penicillin;  the  num¬ 
ber  of  milligrams  of  neomycin,  and  the 
munber  of  units  of  polymyxin  per  milli¬ 
liter  or  per  gram.  He  shall  also  submit  in 
connection  with  his  requests  a  sample 
consisting  of  five  packages  each  of  the 
neomycin  and  polym3rxin  used  in  making 
the  batch,  each  package  containing  ap¬ 
proximately  equal  portions  of  not  less 
than  0.5  gram. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (1)  Penicillin  content.  Proceed 
as  directed  in  §  540.380a(b)  (1).  Its 
content  of  penicillin  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  units  per  milliliter  or  per 
gram  that  It  is  represented  to  contain. 

(ii)  Neomycin  content.  Proceed  as 
directed  in  §  448.510d(b)  (1)  (ii)  of  this 
chapter,  except  that  sufficient  penicil¬ 
linase  is  added  to  the  sample  under  test 
to  inactivate  the  penicillin.  Its  content 
of  neomycin  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  number  of 
milligrams  per  milliliter  or  per  gram  that 
it  is  represented  to  contain. 

(iii)  Polymyxin  content.  Proceed  as 
directed  in  §  436.509(a)  (4)  of  this  chap¬ 
ter,  except  calculate  from  the  quantity 
of  neomycin  found  (using  the  method 
prescribed  in  paragraph (b)  (1)  (ii)  of 
this  section)  the  quantity  of  neomycin 
that  would  be  present  when  the  sample 
is  diluted  to  contain  10  units  of  poly- 
msrxin  (labeled  potency)  per  millUiter, 
and  prepare  the  polymvxin  standard 
curve  by  adding  the  calculated  quantity 
of  neomycin  to  each  concentration  of 
pol3mivxin  iwed  for  the  curve.  Use  the 
standard  curve  to  calculate  the  poly¬ 
myxin  content  of  the  sample.  Its  con¬ 
tent  of  polymyxin  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  units  per  milliliter  or  gram 
that  it  is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  540.380a(b)(2). 

(Secs.  403,  507,  612,  50  Stat.  463,  as  amended, 
72  Stat.  1785-1788,  82  Stet.  343-351;  21  U.S.C. 
348,  357,  360b) 

Subparts  D-43  [Reserved] 

Subpart  H — Intramammary  Dosage  Forms 

§  540.814  Benzathine  eloxaeillin  for  in- 
tramammar>’  infusion. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Benzathine  cloxa- 
cillin  suspension  is  benzathine  cloxacil- 
lin  in  a  suitable  and  harmless  oil  base.  It 
may  contain  one  or  more  sultsUOle  and 
harmless  preservatives,  antioxidants, 
complexing  and  suspending  agents.  Each 
dose  contains  benzathine  eloxaeillin 
equivalent  to  500  milligrams  of  cloxacil- 
lin.  Its  potency  is  satisfactory  if  it  is  not 
less  than  90  percent  and  not  more  than 
120  percent  of  the  number  of  milligrams 
of  eloxaeillin  that  it  is  represented  to 
contain.  Its  moisture  content  is  not  more 


than  1.0  percent.  The  benzathine  cloxa- 
cillin  used  conforms  to  the  requirements 
of  §  540.114. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
paragraph  (c)  of  this  sectiem  and  S  510.- 
55  of  this  chapter. 

(3)  Request  far  certification:  samples. 
In  addition  to  complying  with  the  re¬ 
quirements  of  §  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(1)  The  resets  of  tests  and  assays  on: 

(a)  The  benzathine  eloxaeillin  used  in 
making  the  batch  for  potency,  safety, 
moisture,  pH,  identity,  and  crystallinity. 

(b)  The  batch  for  potency  and  mois¬ 
ture, 

(ii)  Samples  required: 

(a)  The  benzathine  cloxsu:illin  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(b)  The  batch:  A  minimum  of  5  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  for  cloxa- 
cillin  in  §  436.105  of  this  chapter  using 
the  sodium  eloxaeillin  working  standard 
as  the  standard  of  comparison  and  pre¬ 
paring  the  sample  for  assay  as  follows: 
Expel  the  contents  of  the  syringe  into  a 
high  speed  glass  blender  Jar  containing 
sufficient  methanol  to  give  a  final  volume 
of  500  milliliters.  Blend  for  3-5  minutes. 
Immediately  dilute  an  aliquot  of  this 
stock  solution  with  solution  1  to  the  ref¬ 
erence  concentration  of  5.0  micrograms 
of  eloxaeillin  per  milliliter. 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Tlie  drug  contains  benza¬ 
thine  eloxaeillin  equivalent  to  500  milli¬ 
grams  eloxaeillin  in  each  dose,  and  con¬ 
forms  to  the  certification  requirements  of 
paragraph  (a)  of  this  section. 

(2)  Sponsor,  (i)  See  code  No.  000015  in 
§  510.600(c)  of  this  chapter  for  con¬ 
ditions  of  use  as  in  paragraph  (c)  (3)  (1) 
of  this  section. 

(U)  See  code  No.  000029  In  §  510.600 

(c)  of  this  chapter,  approval  for  use  as 
in  paragraph  (c)  (3)  (ii)  of  this  section. 

(3)  Conditions  of  use.  (1)  (o)  The  drug 
is  used  for  treatment  of  mastitis  caused 
by  Staphylococcus  aureus  and  Strep¬ 
tococcus  agalactiae  including  penicillin 
resistant  strains  in  dairy  cows  during 
the  dry  period. 

(b)  It  is  administered  siseptically  into 
each  infected  quarter  immediately  after 
last  milking  or  early  in  dry  period. 

(c)  For  use  in  dry  cows  only. 

(d)  Not  to  be  used  within  30  days  of 
calving. 

(e)  Animals  infused  with  this  product 
must  not  be  slaughtered  for  food  use  for 
30  days  after  the  latest  infusion. 

(/)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(ii)  (a)  The  drug  is  used  for  treatment 
and  prophylaxis  of  bovine  mastitis  in 
nonlactating  cows  due  to  Streptococ¬ 
cus  agalactiae  and  Staphylococcus 
aureus. 
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(b)  It  is  administered  in  each  infected 
quarter  immediately  after  last  milking. 

(c)  For  use  in  dry  cows  only. 

(d)  Not  to  be  used  within  4  weeks 
(28  days)  of  csUving. 

(e)  Animals  infused  with  this  prod¬ 
uct  must  not  be  slaughtered  for  food 
use  for  4  weeks  (28  days)  after  the  lat¬ 
est  infusion. 

(/)  Federal  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  !>40.814a  Sterile  benzathine  cloxacil* 
lin  for  intramammary  infusion. 

I  a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Sterile  benzathine 
cloxacillin  suspension  veterinary  is  ster¬ 
ile  benzathine  cloxacillin  in  a  suitable 
and  harmless  oil  base.  It  may  contain 
one  or  more  suitable  and  harmless  pre¬ 
servatives,  antioxidants,  complexlng  and 
suspending  agents.  Each  dose  contains 
benzathine  cloxacillin  equivalent  to  500 
milligrams  of  cloxacillin.  Its  potency  is 
satisfactory  if  it  is  not  less  than  90  per¬ 
cent  and  not  more  than  120  percent  of 
the  number  of  milligrams  of  cloxacillin 
that  it  is  represented  to  contain.  It  Is 
sterile.  Its  moisture  content  is  not  more 
than  1.0  percent.  The  benzathine  cloxa¬ 
cillin  used  conforms  to  the  requirements 
of  §  540.114a. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  §  510.- 
55  of  this  chapter. 

(3)  Request  for  certification:  samples. 
In  addition  to  complying  with  the  re¬ 
quirements  of  9  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(1)  The  results  of  tests  and  assays  on: 

(a)  The  benzathine  cloxacillin  used 
in  making  the  batch  for  potency,  safety, 
moisture,  pH,  identity,  sterility  and 
crystallinity; 

(b)  The  batch  for  potency,  sterility, 
and  moisture. 

(ii)  Samples  required: 

(a)  The  benzathine  cloxacillin  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(b)  The  batch: 

(f)  For  all  tests  except  sterility:  A 
minimum  of  5  immediate  containers. 

(2)  For  sterility  testing:  20  immedi¬ 
ate  containers,  collected  at  regular  in¬ 
tervals  throughout  each  filling  opera¬ 
tion. 

^b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  for  cloxa¬ 
cillin  in  9  436.105  of  this  chapter  using 
the  sodium  cloxacillin  working  standard 
as  the  standard  of  comparison  and  pre¬ 
paring  the  sample  for  sissay  as  follows: 
Expel  the  contents  of  the  syringe  into 
a  high  speed  glass  blender  jar  contain¬ 
ing  .sufBcient  methanol  to  give  a  final 
volume  of  500  milliliters.  Blend  for  3-5 
minutes.  Immediately  dilute  an  aliquot 
of  the  stock  solution  with  solution  1  to 
the  reference  concentration  of  5.0  micro¬ 
grams  of  cloxacillin  per  milliliter. 

(2)  Sterility.  Proceed  in  accordance 
with  §  436.20  of  this  chapter  using  the 
method  described  in  paragraph  (e)  (2) 
of  that  section,  except  use  medium  C  in 
lieu  of  medium  A  and  mediiun  F  in  lieu 


of  medium  E.  During  the  period  of  in¬ 
cubation,  shake  the  tubes  at  least  once 
daily. 

(3)  Moisture.  Proceed  as  directed  in 
9  436.201  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  is  sterile 
and  contains  benzathine  cloxacillin 
equivalent  to  500  milligrams  cloxacillin 
in  each  6  milliliters  of  peanut  oil  vehicle, 
and  conforms  to  the  certification  re¬ 
quirements  of  paragraph  (a)  of  this  sec¬ 
tion. 

(2)  Sponsor.  See  No.  000003  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
used  for  treatment  of  mastitis  caused  by 
Staphylococcus  aureus  and  Streptococcus 
agalactiae  in  dairy  cows  at  the  time  of 
drying -off  of  the  cow. 

(ii)  It  is  administered  aseptically  at 
the  rate  of  6  milliliters  per  infected 
quarter  immediately  after  last  milking 
at  the  time  of  drying-off  of  the  cow. 

(iii)  For  use  in  dry  cows  only. 

(iv)  Not  to  be  us^  within  30  days  of 
calving. 

(v)  Milk  taken  from  treated  cows  prior 
to  72  hours  (6  milkings)  after  calving 
must  not  be  used  for  human  food. 

(vi)  Animals  infused  with  this  product 
the  time  of  infusion  until  72  hoiu^  after 
must  not  be  slaughtered  for  food  from 
calving. 

(vii)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.829  Potassium  hetacillin  for  in¬ 
tramammary  infusion. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity  and  purity.  Potassium  hetacillin  for 
intramammary  infusion  contains  potas¬ 
sium  hetacillin  in  a  menstruum  of  re¬ 
fined  peanut  oil  with  a  suitable  and 
harmless  dispersing  agent.  It  contains  in 
each  10  milliliter  syringe  an  amoimt  of 
potassium  hetacillin  equivalent  to  62.5 
milligrams  of  ampicillin.  Its  potency  is 
satisfactory  if  it  contains  not  less  thsm 
90  percent  and  not  more  than  120  per¬ 
cent  of  the  number  of  milligrams  of  am¬ 
picillin  that  it  is  represented  to  contain. 
It  gives  a  positive  identity  test  for  heta¬ 
cillin.  Its  moisture  content  is  not  more 
than  1.0  percent.  Its  pH  is  not  less  than 
7.0  and  not  more  than  8.0.  The  potassium 
hetacillin  used  conforms  to  the  require¬ 
ments  of  9  440.29  of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  9  510.- 
55  of  this  chapter. 

(3)  Reauests  for  certification:  samples. 
In  addition  to  complying  with  the  re¬ 
quirements  of  9  514.50  of  this  chapter 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  potassium  hetacillin  used  in 
making  the  batch  for  potency,  safety, 
moisture,  pH,  potassium  hetacillin  con¬ 
tent,  identity,  and  crystallinity.' 

(b)  The  batch  for  potency,  moisture, 
pH,  and  identity. 

(ii)  Samples  required: 

<a)  The  potassium  hetacillin  used  in 
making  the  batch,  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 


(b)  The  batch:  A  minimum  of  8  im¬ 
mediate  containers. 

(b)  Tests  and  method  of  assay. — (1) 
Potency.  Proceed  as  directed  for  ampicil¬ 
lin  in  9  436.105  of  this  chapter  using  the 
ampicillin  working  standard  as  the 
standard  of  comparison  and  prepsuring 
the  sample  for  assays  as  follows:  Expel 
.the  syringe  contents  into  a  high  sp^ 
glass  blending  jar  containing  1  milli¬ 
liter  of  polysorbate  80  and  sufficient 
O.lAf  potassium  phosphate  buffer,  pH  8.0 
(solution  3)  to  glye  a  stock  solution  of 
conyenlent  concentration.  Blend  for  3  to 
5  minutes.  Further  dilute  an  aliquot  of 
the  stock  scdution  with  solution  3  to  t2ie 
reference  concentration  of  0.1  micro- 
gram  of  ampicillin  per  milliliter  (esti¬ 
mated)  . 

(2)  Moisture.  Proceed  as  directed  in 
9  436.201  of  this  chapter. 

(3)  pH.  Proceed  as  directed  in  9  436.- 
202  of  this  chapter,  pr^arlng  the  sample 
for  assay  as  follows:  Transfer  the  con¬ 
tents  of  the  well-shaken  10-milliliter 
syringe  into  a  large  centrifuge  tube,  add 
20.0  milliliters  of  benzene,  shake  ylgor- 
ously  for  3  minutes  and  centrifuge  at 
medium  speed  for  5  minutes.  Carefully 
decant  the  benzene  without  disturbing 
the  precipitate.  Reconstitute  the  residue 
with  10.0  milliliters  of  carbon  dioxide- 
free  water. 

(4)  Hetacillin  identity.  Proceed  as  di¬ 
rected  in  9  436.305  of  this  chapter  pre¬ 
paring  the  sample  solution  as  follows: 
Place  1.0  milliliter  of  the  well-shaken 
sample  into  a  50  milliliter  volumetric 
fiask.  Brink  to  volume  with  a  4: 1  solution 
of  acetone  and  0.1  JV  hydrochloric  acid. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  is  in  an  oil 
suspension  and  conforms  to  the  certi¬ 
fication  requirements  of  paragraph  (a) 
of  this  section. 

(2)  Sponsor.  See  No.  000015  in  9  510.- 
600(c)  of  this  ch^ter. 

(3)  Conditions  of  use.  (i)  The  drug  is 
used  for  the  treatment  of  acute,  chronic, 
or  subcllnical  bovine  mastitis  in  lactat- 
ing  cows  caused  by  susceptible  strains  of 
Streptococcus  agalactiae.  Streptococcus 
dysgaiactiae.  Staphylococcus  aureus,  and 
Escherichia  coli. 

(ii)  Infuse  10  milliliters  (potassium 
hetacillin  equivalent  to  62.5  milligrams 
ampicillin  activity)  into  each  infected 
quarter.  Repeat  at  24-hour  intervals 
until  a  maximum  of  three  treatments 
has  been  given.  If  definite  improvement 
is  not  noted  within  48  hours  after  treat¬ 
ment,  the  causal  organism  should  be 
further  investigated. 

(iii)  Milk  that  has  been  taken  from 
animals  during  treatment  and  for  72 
hours  (6  milkings)  after  the  latest  treat¬ 
ment  must  not  be  used  for  food.  Treated 
animals  must  not  be  slaughtered  for  food 
imtll  10  davs  after  the  latest  treatment. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  540.874  Procaine  penicillin  G  intra- 
mammary  dosage  forms. 

§  540.874a  Procaine  penicillin  C  in  oil. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
procaine  penicillin  O  in  oil  are  described 
imder  §  540.274c. 
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(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  procaine 
penicillin  O  in  oil  are  described  under 
S  540.274c. 

(c)  Conditions  of  marketing — (1) 
Specifications.  E^ch  10  milliliters  of  the 
drug  contains  100,000  units  of  procaine 
penicillin  G.  The  drug  complies  with  the 
requirements  of  i  540.274c (a) . 

(2)  Sponsor.  See  No.  010515  in  S  510.- 
600 <c)  of  th^s  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
for  the  treatment  of  bovine  mastitis  in 
lactating  cattle  (or  cows)  only. 

(ii)  Ten  milliliters  of  the  drug  is  ad¬ 
ministered  by  intramammary  infusion  in 
each  infected  o.uarter.  Treatment  may 
be  repeated  at  12-hoiu-  intervals  up  to  a 
total  of  3  doses,  as  indicated  by  the  clin¬ 
ical  response: 

(iii)  Milk  that  has  been  taken  from 
animals  during  treatment  and  for  60 
hours  (5  milkings)  after  the  latest  treat¬ 
ment  must  not  be  used  for  food. 

(iv)  Animals  should  not  be  slaughtered 
for  food  during  treatment  or  within  3 
days  after  the  last  treatment. 

§  54f).874b  Procaine  penicillin  C-sodium 
novobiocin  in  oil. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality  and  purity.  Procaine  penicillin 
G-sodium  novobiocin  in  oil  is  a  sus¬ 
pension  of  procaine  penicillin  G  and 
sodimn  novobiocin  in  refined  peanut  oil, 
with  or  without  one  or  more  suitable  and 
harmless  dispersants,  susnending  agents 
and  preservatives  and  with  or  without 
the  addition  of  a  gelling  agent.  It  con¬ 
tains  in  each  milliliter  10,000  units  of 
procaine  penicillin  G  and  10  mg  of  novo¬ 
biocin.  Its  procaine  penicillin  G  content 
is  satisfactory  if  it  contains  not  le.ss  than 
90  percent  and  not  more  than  125  per¬ 
cent  of  the  number  of  units  of  penicillin 
G  it  is  represented  to  contain.  Its  novo¬ 
biocin  content  is  satisfactory  if  it  is  not 
less  than  90  percent  and  not  more  than 
125  percent  of  the  number  of  milligrams 
of  novobiocin  it  is  represented  to  contain. 
The  drug  is  intended  for  use  by  udder  in¬ 
stillation  and  each  single  dose  as  recom¬ 
mended  in  its  labeling  contains  not  more 
than  100,000  units  of  penicillin  G.  Its 
moisture  content  is  not  more  than  1 
percent.  The  procaine  penicillin  G  used 
conforms  to  the  requirement  of  S  440.- 
74a(a)(l)  of  this  chapter,  except  para¬ 
graph  (a)(l)(ii),  (iii),  and  (iv).of  that 
section.  The  sodium  novobiocin  u^ed 
conforms  to  the  requirements  of  $  455.51 
of  this  chapter,  except  paragraph 
'a)(l)(il), 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
§  510.55  of  this  chapter. 

(3)  Requests -for  certification:  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  $514.50  of  this  chapter, 
ea<’h  such  request  shall  contain: 

(1)  The  results  of  tests  and  assays  on: 

(a)  The  procaine  penicillin  G  U'sed  in 
making  the  batch  for  potency,  moisture, 
pH,  crystallinity,  and  procaine  penicillin 
G  content. 

(b)  The  sodium  novobiocin  used  in 
making  the  batch  for  potency,  loss  on 


drying,  pH,  residue  on  ignition,  specific 
rotation,  identity,  and  crystallinity. 

(c)  The  batch  for  ^)otency  and  mois¬ 
ture. 

(il)  Samples  required: 

(a)  The  procaine  penicillin  used  in 
making  the  batch:  10  packages,  each 
containing  not  less  than  300  milligrams. 

(b)  The  sodium  novobiocin  used  in 
making  the  batch,  6  packages,  each  con¬ 
taining  approximately  600  ml. 

(c)  The  batch:  A  minimum  of  8  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency — (i)  Penicillin  content.  Pro¬ 
ceed  as  directed  in  $  436.105  using 
the  novobiocin-resistant  strain  of  Staph¬ 
ylococcus  aureus  (ATCC  12692),’  prepar¬ 
ing  the  sample  for  assay  as  follows:  Place 
the  equivalent  of  one  dose  of  the  sample 
into  a  high-speed  glass  blender  jar  with 
1  milliliter  of  polysorbate  80  and  suffi¬ 
cient  1  percent  potassium  phosphate 
buffer,  pH  6.0  (solution  1)  to  give  a  stock 
solution  of  convenient  concentration. 
Blend  3  to  5  minutes.  Further  dilute  an 
aliquot  of  the  stock  solution  with  solution 
1  to  the  reference  concentration  of  1 
unit  of  penicillin  per  milliliter 
(estimated). 

(ii)  Novobiocin  content.  Proceed  as 
directed  in  $  436.105,  preparing  the 
sample  for  assay  as  follows:  Place  the 
equivalent  of  one  dose  cf  the  sample  into 
a  high-speed  glass  blender  jar  with  1 
ml  of  polysorbate  80  and  sufficient  O.IM 
potassium  phosphate  buffer,  pH  8.0 
(solution  3)  to  give  a  stock  solution  of 
convenient  concentration.  Blend  3  to  5 
minutes.  To  an  aliquot  of  the  stock  solu¬ 
tion,  add  0.5  ml  of  penicillinase  solution. 
Further  dilute  the  aliquot  of  stock  solu¬ 
tion  with  10  percent  potassium  phos¬ 
phate  buffer,  pH  6.0  (solution  6)  to  the 
reference  concentration  of  0.5  micro¬ 
gram  of  novobiocin  per  milliliter  (esti¬ 
mated)  .  Allow  to  stand  for  one-half  hour 
at  37”  C.  before  filling  the  cylinders  on 
the  plates. 

(2)  Moisture.  Proceed  as  directed  in 
$  436.201  of  this  chapter. 

§  540.874<*  Procaine  penicillin  G-neo- 
myrin  in  oil. 

(a)  Requirements  for  certification. 
Procaine  penicillin  G-neomycin  in  oil 
conforms  to  all  requirements  and  is  sub¬ 
ject  to  all  procedures  prescribed  bv 
§  440.274  for  procaine  penicillin  G  in  oil, 
except  that: 

(1)  It  contains  neomycin  sulfate.  The 
neomvcin  used  conforms  to  the  stand¬ 
ards  prescribed  by  §  444.42a(a)  (1)  (i), 
(V)  and  (vi)  of  this  chapter. 

(2)  It  may  contain  cortisone  or  a  suit¬ 
able  derivative  of  cortisone  and/or  one 
suitable  sulfonamide. 

(3)  In  addition  to  the  labeling  re¬ 
quirements  prescribed  bv  $  440.274a<a) 
<3)  of  this  chanter,  each  nackaee  shall 
bear  on  the  outside  wrapper  or  container 
and  the  immediate  container  the  state¬ 
ment  “^r  udd«r  instillation  of  cattle 
onlv.”  If  it  contains  cortisone  or  a  deriva¬ 
tive  of  cortisone  and/or  a  sulfonamide. 


‘  Available  from :  American  Tvpe  Culture 
Collection,  12301  Parklawn  Drive,  Rockville, 
MD  20852. 


each  package  shall  bear  on  its  label  and 
labeling,  after  the  name  “procaine  peni¬ 
cillin  G-neomycin  in  oil,”  wherever  it 
appears,  the  words  “with  — c — ,”  the 
blank  being  filled  in  with  the  established 
names  of  such  other  ingredients,  in 
juxtaposition  with  such  name. 

(4)  In  addition  to  complying  with 
the  requirements  of  §  440.274a(a)  (4)  of 
this  chapter,  a  person  who  requests  cer¬ 
tification  of  a  batch  shall  submit  with 
his  request  a  statement  showing  the 
batch  mark  and  (unless  it  was  previously 
submitted)  the  results  and  the  date  of 
the  latest  tests  and  assays  of  the  neo¬ 
mycin  used  in  making  the  batch  for 
potency,  moisture,  and  pH;  and  the 
number  of  units  of  procaine  penicillin  O 
and  the  number  of  milligrams  of  neo¬ 
mycin  in  each  gram  or  milliliter  of  the 
batch.  He  shall  also  submit  in  connection 
with  his  request  a  sample  consisting  of 
not  less  than  5  immediate  containers  of 
the  batch  and  (unless  it  was  previously 
submitted)  a  sample  consisting  of  5  pack¬ 
ages  containing  approximately  equal  por¬ 
tions  of  not  less  than  0.5  gram  each  of 
the  neomycin  used  in  making  the  batch. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Total  penicillin  content: 
'crystalline  penicillin  content:  procaine 
penicillin  content.  Proceed  as  directed  in 
$  536.501(a)  (1),  (2),  and  (3)  of  this 
chapter. 

(il)  Neomycin  content.  Prepare  the 
sample  as  directed  in  $  540.380a(b)  (1), 
except  use  0.10  M  phosphate  buffer,  pH 
8.0,  and  add  sufficient  penicillinase  to  in¬ 
activate  the  penicillin  present.  Proceed 
as  directed  in  $  436.517(b)  (1)  of  this 
chapter.  Its  content  of  neomycin  is  satis¬ 
factory  if  it  contains  not  less  than  85  per¬ 
cent  of  the  number  of  milligrams  that  it 
is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
$  540.380a(b)(2). 

(Secs.  409,  607,  512,  59  Stst.  463,  as  amended, 
72  Stat.  1785-1788,  as  amended,  82  Stat.  343- 
351;  21  U.S.C.  348,  357,  360b) 

§  540.874d  Procaine  penicillin  and 
streptomycin  in  oil;  procaine  peni¬ 
cillin  and  dihydrostreptomycin  in  oil. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
procaine  penicillin  and  streptomycin  in 
oil;  procaine  penicillin  and  dlhydrostrep- 
tomycin  in  oil  are  described  under 
§  540,274e. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  procaine 
penicillin  and  streptomycin  in  oil:  pro¬ 
caine  penicillin  and  dihydrostreptomycin 
in  oil  are  described  under  §  540.274e. 

§  540.874c  Procaine  ocnicillin  and  di- 
hydrosircptomycin  in  oil. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
procaine  penicillin  and  dihydrostrepto¬ 
mycin  in  oil  are  described  under 
§  540.274e. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  procaine 
penicillin  and  dihydrostreptomycin  in  oil 
are  described  under  $  540.274e. 

(c)  Conditions  of  marketing — (1) 
SvecifienHons.  Each  10  milliliter  (lispos- 
able  syringe  contains  1,000,000  units  of 


FEDERAL  REGISTER,  VOL.  40,  NO.  60 — THURSDAY,  MARCH  27,  1975 


RULES  AND  REGULATIONS 


13911 


procaine  penicillin  Q  and  1  gram  of  di¬ 
hydrostreptomycin  base,  as  dihydrostrep¬ 
tomycin  sulfate  in  a  peanut  oil  base  with 
aluminum  monostearate  and  hydrogen¬ 
ated  peanut  oil  as  gelling  and  hardening 
agents.  The  product  meets  the  specifica¬ 
tions  of  §  540.274e  of  this  chapter. 

(2)  Sponsor.  See  No.  011538  in  §  510. 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  For  intra- 
mamnuuy  use  to  reduce  the  frequency  of 
existing  infection  and  to  prevent  new  in¬ 
fections  with  Staphylococcus  aureus  in 
dry  cows. 

(ii)  The  drug  is  administered  at  the 
last  milking  prior  to  drying  off.  ITie  drug 
is  infused,  1  syringe  into  each  quarter. 

(ili)  Not  to  be  used  within  6  weeks  of 
freshening.  Not  for  use  in  lactating  cows. 
Milk  taken  from  animals  within  96  hours 
(8  milkings)  after  calving  must  not  be 
used  for  feed.  Animals  infused  with  this 
drug  must  not  be  slaughtered  for  food 
within  60  days  from  the  time  of  infusion 
nor  within  96  hotu’s  after  calving. 

<iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  .?40.874f  Procaine  penicillin  G-novo- 
biocin  for  intramammary  infusion. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Procaine  penicillin  Q- 
novobiocin  for  intramammary  infusion 
is  a  suspension  of  procaine  penicillin  G 
and  sodium  novobiocin  in  refined  vege¬ 
table  oil  with  a  suitable  and  harmless 
suspending  agent  and  preservative.  It 
contains  in  each  10-milliliter  dose  100,- 
000  units  of  procaine  penicillin  O  and  150 
milligrams  of  sodium  novobiocin.  Its  po¬ 
tency  is  satisfactory  if  it  is  not  less  than 
90  percent  and  not  more  than  125  per¬ 
cent  of  the  number  of  units  of  penicillin 
or  milligrams  of  novobiocin  that  it  is 
represented  to  contain.  Its  moisture  con¬ 
tent  is  not  more  than  1.0  percent.  The 
procaine  penicillin  G  used  conforms  to 
the  requirements  of  §  440.74a  of  this 
chapter,  except  sterili^  and  pyrogens, 
and  the  novobiocin  used  conforms  to  the 
requirements  of  §  455.51  of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of  para¬ 
graph  (c)  of  this  section  and  §  510.55  of 
this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  514.50  of  this  chapter, 
each  such  request  shall  contain: 

( i )  Results  of  tests  and  assays  on : 

(a)  The  procaine  penicillin  G  used  in 
making  the  batch  for  potency  percent  G 
content,  safety,  moisture,  pH,  and  crys¬ 
tallinity. 

(b)  The  sodium  novobiocin  used  in 
making  the  batch  for  potency,  safety,  loss 
on  drying,  pH,  specific  rotation,  identity, 
and  crystallinity. 

(c)  The  batch  for  potency  and  mois¬ 
ture. 

(ii)  Samples  required; 

(a)  The  procaine  penicillin  G  used  in 
making  the  batch:  10  packages,  each  con¬ 
taining  approximately  300  milligrams. 


(b)  The  sodium  novobiocin  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  300  milli¬ 
grams. 

(c)  The  batch;  A  minimum  of  5  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  in  9  436.105 
of  this  chapter  using  test  organism  0  in 
lieu  of  A  to  assay  for  penicillin  content, 
preparing  the  samples  for  assay  as  fol¬ 
lows: 

(f)  Penicillin  content.  Expel  the  sy¬ 
ringe  contents  into  a  high  speed  glass 
blender  Jar  containing  1  milliliter  of 
polysorbate  80  and  sufBcient  1  percent 
potassium  phosphate  buffer,  pH  6.0  (so¬ 
lution  1)  to  clve  a  final  volume  of  500 
milliliters.  Blend  for  3  to  5  minutes.  Fur¬ 
ther  dilute  an  aliquot  of  this  stock  solu¬ 
tion  with  solution  1  to  the  reference  con¬ 
centration  of  1  unit  of  penicillin  per  mil¬ 
liliter  (estimated). 

(11)  Novobiocin  content.  Expel  the  sy¬ 
ringe  contends  into  a  high  speed  glass 
blender  Jar  containing  1  milliliter  of 
polysorbate  80  and  sufficient  O.IM  potas¬ 
sium  phosphate  buffer,  pH  8.0  (solution 
3)  to  give  a  final  volume  of  500  milli¬ 
liters.  Blend  for  3  to  5  minutes.  To  an 
aliquot  of  this  stock  solution,  add  suffi¬ 
cient  penicillinase  to  inactivate  the  peni¬ 
cillin;  further  dilute  with  10  percent 
potassium  phosphate  buffer,  pH  6.0 
(solution  6)  to  the  reference  concentra¬ 
tion  of  0.5  microgram  of  novobiocin  per 
milliliter  (estimated).  Allow  to  stand  for 
V2  hour  at  37*  C  before  filling  the  cylin¬ 
ders  on  the  plates. 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  drug  contains  a  sus¬ 
pension  of  procaine  penicillin  G,  100,000 
units,  and  novobiocin  sodium,  equivalent 
to  150  milligrams  of  novobiocin,  in  10 
milliliters  of  peanut  oil  vehicle,  and  con¬ 
forms  to  the  certification  requirements 
of  paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  No.  000009  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (1)  Use  for  the 
treatment  of  mastitis  in  lactating  cows 
caused  by  susceptible  strains  of  Staphyl¬ 
ococcus  aureus  and  Streptococcus  agal- 
actiae. 

(ii)  Infuse  10  milliliters  in  each  in¬ 
fected  quarter  after  milking.  Repeat  once 
after  24  hours. 

(iii)  For  udder  instillation  in  lactating 
cattle  only. 

(iv)  Do  not  milk  for  at  least  6  hours 
after  treatment;  thereafter,  milk  at  reg¬ 
ular  intervals. 

(V)  Milk  taken  from  treated  animals 
within  72  hours  (6  milkings)  after  the 
latest  treatment  must  not  be  used  for 
food. 

(vl)  Treated  animals  must  not  be 
slaughtered  for  food  for  15  days  follow¬ 
ing  the  latest  treatment. 

(vii)  If  redness,  swelling,  or  abnormal 
milk  persists,  discontinue  use  and  con¬ 
sult  a  veterinarian. 


§  540.881  Crystalline  peniciDin-strep- 
tomycin  •  polymyxin  •  oxytetncycline* 
carbomycin  powder;  crystalline  peni- 
cillin-dihydrostreptomycin  •  poiymyx- 
in-oxytetracycline-carbomycin  pow¬ 
der. 

(a)  Requirements  for  certification — 
(1)  Staridards  of  identity,  strength, 
quality,  and  purity.  Crystalline  penlcil- 
lin-streptomycin-polym30cin-oxytetracy- 
cline-carbomycin  powder  and  crystalline 
penicillin  -  dihydrostreptomycin  -  p<dy- 
myxin  -  oxytetracycllne  -  carbomycin 
powder  are  a  mixture  of  crystalline 
penicillin,  streptomycin  or  dlhydro- 
streptomycin,  polymyxin,  crystalline 
oxytetracycllne  or  crystalline  ox3(tetra- 
cycline  hydrochloride  or  a  combination 
of  these  drugs,  and  crystalline  carbo¬ 
mycin,  with  one  or  more  suitable  and 
harmless  diluents.  Each  Immediate 
container  of  powder  contains  not  mwe 
than  100,000  units  of  penicillin,  not  less 
than  200  milligrams  of  streptomycin  or 
dlhydrostreptomycin,  not  less  than 
150,000  units  of  polymyxin,  not  less  than 
425  milligrams  of  oxytetracycllne  or  ozy- 
tetracycllne  hydrochloride  or  a  comUna- 
tion  of  these  drugs,  and  not  less  than  100 
milligrams  of  carbomycin.  Its  moisture 
content  Is  not  more  than  6.0  percent. 
The  crystalline  penicillin  used  conforms 
to  the  standards  prescribed  therefor  by 
9  440.80a(a)  of  this  chapter,  except 
paragraphs  (a)(1)  (ii),  (iii),  (iv),  and 
(V)  of  that  section.  The  streptomycin 
used  conforms  to  the  standards  pre¬ 
scribed  therefor  by  9  444.70a(a)(l),  ex¬ 
cept  paragraph  (a)(1)  (11),  (ili),  (iv), 
and  (v)  of  that  section.  The  dihydro- 
streptomycln  used  conforms  to  the 
standards  prescribed  therefor  by  9  444.- 
lOla(a)  of  this  chapter,  except  the 
standards  for  sterility,  toxicity,  pyrogms, 
and  histamine.  The  polymyi^  B  used 
conforms  to  the  standards  prescribed 
therefor  by  9  444.170a(a)  of  this  chapter, 
except  the  standard  for  toxicity.  The 
oxytetracycllne  used  is  produced  by  the 
growth  of  Streptomyces  Rimosus.  The 
crystalline  oxytetracycllne  base  has  a 
potency  of  not  less  than  900  micro- 
grams  per  milliliter  on  the  anhydrous 
basis,  has  a  moisture  content  of  not  more 
than  7.5  percent,  and  a  pH  of  from  5.5 
to  7.5.  The  crystalline  oxytetracycllne 
hydrochloride  has  a  potency  of  not  less 
than  835  micrograms  per  milligram,  a 
moisture  content  of  not  more  than  1.5 
percent,  and  a  pH  of  from  2.3  to  2.9.  The 
crystalline  carbomycin  used  is  produced 
by  the  growth  of  StrepUxnyces  halstedU, 
has  a  potency  of  not  less  than  750  itg. 
per  milligram,  and  has  a  moisture  con¬ 
tent  of  not  more  than  5.0  percent  and  a 
pH  of  from  5.0  to  8.0.  Ekich  other  In¬ 
gredient  used,  if  its  name  is  recognized  in 
the  UjSJ.  or  NP.,  conforms  to  the 
standards  prescribed  therefor  by  such 
official  compendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  UJ3P.  The 
composition  of  the  immediate  contain¬ 
ers  shall  be  such  as  will  not  cause  any 
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change  In  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
for  In  applicable  standards,  except  that 
minor  changes  so  caused  that  are  nor¬ 
mal  and  unavoidable  In  good  packag¬ 
ing.  storage,  and  distribution  practice 
shall  be  disr^arded. 

(3)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  Indicated,  the  following: 

(1)  On  the  outside  wrsqjper  or  con¬ 
tainer  and  the  Immediate  container: 

(a)  ITie  batch  mailc. 

(b)  The  number  of  units  of  penicil¬ 
lin;  the  number  of  milligrams  of  strepto¬ 
mycin  or  dlhydrostreptomycln;  the  num¬ 
ber  of  units  of  polymyxin;  the  number  of 
milligrams  of  oxytetracycllne,  oxsrteira- 
cycline  hydrochloride,  or  the  number  of 
milligrams  of  each  such  drug  where  a 
combination  of  these  two  dnigs  is  used; 
and  the  number  of  milligrams  of  carbo- 
mycin,  in  each  gram  of  the  batch. 

(c)  The  statement  “For  udder  in¬ 
stillation  of  cattle  only.'* 

(d)  The  statement  “Ebcpiration  date 

_ ”,  the  blanks  being  filled  in 

with  the  date  that  is  24  months  after 
the  month  during  which  the  batch  was 
certified:  Provided,  however.  That  such 
expiration  date  may  be  omitted  frmn 
the  immediate  container  if  it  omtalns  a 
single  dose  and  it  is  packaged  in  an  indi¬ 
vidual  wrapper  or  container. 

(e)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  brochure  or 
other  printed  matter  containing  infor¬ 
mation  for  other  veterinary  uses  of  such 
drug  by  a  veterinarian  licensed  law 
to  administer  it  will  be  sent  to  such 
veterinarian  on  request. 

(4)  Request  for  certification;  samples. 
(i)  In  addition  to  ccmiplylng  with  the 
requirements  of  S  514.50  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  Uie  batch  mark  and  (unless  they 
were  previously  submitted)  the  dates  of 
the  latest  tests  and  assays  of  the  penicil¬ 
lin,  streptomycin  or  dihydrostreptomy- 
cln,  polymyxin,  oxytetracydine,  oxytet¬ 
racycllne  hydrochloride,  and  carbomydn 
used  in  making  the  batch. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a)(4)(iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  foUowlng, 
made  by  him  on  an  accurately  represent¬ 
ative  sample  of : 

(a)  The  batch:  Potency  and  moisture. 

(b)  The  penicillin  used  in  making  the 
batch:  Potency,  moisture.  pH,  crystal¬ 
linity,  and  heat  stability. 

(c)  The  streptomycin  or  dlhydro¬ 
streptomycln  used  in  making  the  batch: 
Potency,  moisture,  pH.  streptomycin 
content  if  it  is  dihydrostreptomycin,  and 
crystallinity  if  it  is  crystalline  dlhydro¬ 
streptomycln  sulfate. 

(d)  The  polymyxin  used  in  making 
the  batch:  Potency. 


(c)  The  oxytetracydine  and  oxytetra¬ 
cycllne  hydrochloride  used  in  making  the 
batch:  Potency,  moisture,  pH,  and 
crystallinity. 

(/)  The  carbomydn  used  in  making 
the  batch:  Potency,  moisture,  pH,  and 
crystallinity. 

(ill)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  mdicated,  accurately  represent¬ 
ative  samples  of  the  following: 

(a)  The  batch:  1  package  for  each 
5,000  packages  in  the  batch,  but  in  no 
case  less  than  6  packages. 

(b)  The  penicillin  used  in  making  the 
batch:  10  packaging  ekch  containing 
equal  portions  of  not  less  than  60  milli¬ 
grams. 

(c)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch: 
6  packages  each  containing  approxi¬ 
mately  equal  portions  of  not  less  than  0.5 
gram. 

(d)  The  polymyxin  used  in  making 
the  batch:  5  packages  each  containing 
approximately  equal  portions  of  not  less 
than  0.5  gram. 

(e)  The  oxytetracydine  vised  in  mak¬ 
ing  the  batch:  5  packages  of  each  salt 
used,  each  containing  approximately 
equal  portions  of  not  less  than  0.5  gram. 

(/)  The  carbomydn  used  in  making 
the  batch:  5  packages  each  containing 
approximately  equal  portions  of  not  less 
than  0.5  gram. 

(fir)  In  case  of  an  initial  request  for 
certificatimi,  each  other  ingredient  used 
in  making  the  batch:  1  package  of  each 
containing  approximately  5  grams. 

(iv)  No  result  referred  to  in  paragnmh 
(a)(4)(ii)(b).  (c),  (d),  (e),  and  (/)  of 
this  section,  and  no  samples  referred  to  in 
paragraph  (a)  (4)  (ill)  (b).  (c),  (d),  (e), 
and  (/)  of  this  section.  Is  required  if  such 
result  or  samples  have  been  previously 
submitted. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency — (i)  Penicillin  content. 
Wash  the  contents  of  one  immediate 
container  of  the  sample  into  a  100- 
mlllillter  volumetric  flask  with  approxi¬ 
mately  70  milliliters  of  absolute 
methanol.  Shake  the  mixture  for  1 
minute,  dilute  to  100  milliliters  with  abso¬ 
lute  methanol,  and  mix  thoroughly. 
Centrifuge  a  portion  of  this  mixture  to 
obtain  a  clear  methanol  solution.  Dilute 
an  aliquot  of  the  dear  solution  with  suf- 
fldent  1.0-percent  phosphate  buffer.  pH 
6.0.  to  obtain  a  concentration  of  1.0  unit 
per  milliliter  (estimated)  and  proceed  as 
directed  in  §  440.80a(b)  (1)  of  this  chap¬ 
ter.  Its  content  of  penicillin  is  satis¬ 
factory  if  it  contains  not  less  than  85 
oercent  of  the  number  of  units  that  it 
Is  represented  to  contain. 

(li)  Oxytetracydine  content.  To  an 
allnuot  of  the  clear  methanol  solution 
»'renared  as  directed  in  paragraph  (a) 
(l)(i)  of  this  section,  add  sufficient 
nenicillinase  to  completely  inactivate 
the  penicillin  and  then  dilute  with  suf¬ 
ficient  0.1  M  monopotassium  phosphate 
buffer.  pH  4.5,  to  obtsdn  a  concentration 
of  0.25  mlcrogram  per  milliliter  (esti¬ 
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mated)  and  proceed  as  directed  in 
S  446.81a(b)(l)  of  this  chapter,  except 
use  the  oxytetracycllne  working  stand¬ 
ard  (obtained  from  the  n.SP.  Refer¬ 
ence  Standards  Committee.  46  Park 
Avenue,  New  York  16.  N.Y.)  as  the 
standard  of  comparison.  Its  content  of 
oxytetracycllne  is  satisfactory  if  it  con¬ 
tains  not  less  than  85  percent  of  the 
number  of  milligrams  that  it  is  repre¬ 
sented  to  contain. 

(ill)  Carbomydn  content.  To  an  ali¬ 
quot  of  the  clear  methanol  solution 
prepared  as  directed  in  paragraph  (a) 
(l)(i)  of  this  section,  add  sufficient 
penicillinase  to  completely  inactivate  the 
penicillin  and  then  dilute  with  sufficient 
0.1  potassium  phosphate  buffer,  pH 
8.0,  to  obtain  a  concentration  of  1.0 
microgram  per  milliliter  (estimated) 
and  proceed  as  directed  in  paragraph 
(a)  (4)  (1)  of  this  section.  Its  content  of 
carbomydn  is  satisfactory  if  it  contains 
not  less  than  35  percent  of  the  number 
of  milligrams  that  it  is  represented  to 
contain. 

(iv)  Streptomydn  content.  Using  10 
milliliters  of  a  freshly  prepared  2-percent 
solution  of  anhydrous  trichloroacetic 
add  in  acetone,  wash  the  contents  of  an 
inunediate  container  of  the  sample  into 
an  extraction  funnel  prepared  by  fusing 
a  ground-glass  Joint  to  the  top  of  a 
medium  porosity  sintered-glass  funnel 
(30  millimeters  diameter).  Shake  the 
mixture  for  1  minute  and  draw  off  the 
liquid  imder  vacuum.  Repeat  the  ex¬ 
traction  with  four  10-mllliliter  portions 
of  a  2-percent  solution  of  trichloroacetic 
add  in  acetone  and  discard  the  filtrates. 
Wash  the  residue  in  the  funnel  with  five 
10-milliliter  portions  of  0.1  M  potassimn 
phosphate  buffer  (pH  8.0),  withdrawing 
the  washings  with  vacuum.  Collect  and 
combine  the  washings  and  dilute  thm 
to  50  milliliters  with  0.1  M  potassium 
phosphate  buffer.  pH  8.0.  Proceed  as 
directed  in  $  447.70a(b)  (1)  (i)  through 
(ix)  of  this  chapter.  Its  content  of  strep- 
tomvcin  is  satisfactory  if  it  contains  not 
less  than  85  percent  of  the  number  of 
milligrams  that  it  is  represented  to 
contain. 

(V)  Dihydrostreptomydn  content. 
Using  the  dihydrostreptomydn  working 
standard  as  the  standard  of  comparison, 
proceed  as  directed  in  paragraph  (b)(1) 
(iv)  of  this  section.  Its  content  of  di¬ 
hydrostreptomycin  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  that  it  is  repre¬ 
sented  to  contain. 

(vl)  Polymyxin  content.  Dilute  an  ali¬ 
quot  of  the  buffer  washings  prepared  as 
directed  in  paragraph  (b)  (1)  (iv)  of  this 
paragraph  with  sufficient  10-percent  po¬ 
tassium  phosphate  buffer,  pH  6.0,  to 
obtain  a  concentration  of  10  units  per 
milliliter  (estimated).  Proceed  as  di¬ 
rected  in  8  444.170a(b)  (2)  (i)  of  this 
chapter.  Its  content  of  polym3rxin  is 
satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  vmits  that  it 
is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (1)  of  this  chapter. 

(3)  Oxytetracydine  used  in  making 
the  powder — (i)  Potency.  Dilute  the 
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sample  to  be  tested  with  sufficient  0.1 
N  HCl  to  give  an  appropriate  stocic  solu¬ 
tion.  Further  dilute  with  sufficient  0.1 
M  monopotassiiun  phosphate  buffer,  pH 
4.5,  to  Obtain  a  concentration  of  0.24 
microgram  per  milliliter,  and  proceed 
as  directed  in  §  446.10a(b)  (1)  (viU)  of 
this  chapter,  using  the  oxytetracycllne 
working  standard  as  the  standard  of 
comparison,  except: 

(a)  Prepare  the  standard  stock  solu¬ 
tion  by  dissolving  an  appropriate  amount 
of  the  working  standard  in  sufficient  0.1 
N  HCl  to  give  a  concentration  of  l.OOO 
micrograms  per  milliliter.  This  solution 
may  be  kept  in  the  refrigerator  for  1 
week.  Do  not  freeze. 

(b)  To  prepare  solutions  for  the 
standard  curve,  make  further  dilution 
of  the  stock  solution  with  0.1  M  mono¬ 
potassium  phosphate  buffer,  pH  4.5,  to 
obtain  concentrations  .of  0.148,  0.188, 
0.240,  0.308,  and  0.400  microgram  per 
mlUiUter. 

(ii)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (i)  of  this  chapter. 

(ill)  Toxicity.  Proceed  as  directed  in 
§  440.80a(b)  (4),  using  as  a  test  dose  0.5 
milliliter  of  an  aqueous  solution  contain¬ 
ing  2.0  milligrams  per  milliliter,  prepared 
by  dissolving  40  milligrams  (as  the  anhy¬ 
drous  compound)  in  2.0  milliliters  of  0.1 
N  HCl  (if  it  is  the  base)  and  diluting 
with  the  required  amount  of  water. 

(iv)  pH.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (ii)  of  this  chapter,  using 
an  aqueous  solution  containing  10  milli¬ 
grams  per  milliliter. 

(V)  Crystallinity.  Proceed  as  directed 
in  §  440.80a (b)  (5)  (iii)  of  this  chapter. 

(4)  Carbomycin  used-in  making  the 
powder — (i)  Potency — (a)  Plate  assay — 
(f)  Cylinders  (cups).  Use  cylinders  de¬ 
scribed  under  §  440.80a(b)  (1)  (i)  of  this 
chapter. 

(2)  Culture  media.  Prepare  the  cul¬ 
ture  media  for  the  base  and  seed  layers 
and  for  carrying  the  test  organism  as 
directed  in  §  440.80a(b)  (1)  (ii)  (a)  of  this 
chapter,  except  for  the  base  and  seed 
layers  adjust  the  media  to  pH  8.0  after 
sterilization.  Make  the  nutrient  broth 
for  preparing  an  inoculum  of  the  test 
organism  as  directed  in  §  440.80a  (b)  (1) 
(ii)  (c)  of  this  chapter. 

(3)  Working  standard.  Keep  the 
working  standard  at  refrigeration  in 
tightly  stoppered  vials,  which  in  turn  are 
kept  in  larger  stoppered  vials  containing 
a  suitable  desiccant.  Dry  approximately 
50  milligrams  of  the  standard  as  de¬ 
scribed  in  §  440.80a(b)  (5)  (i)  of  this 
chapter.  Dissolve  the  weight  of  dry 
working  standard  in  sufficient  methyl 
alcohol  to  give  a  concentration  of  10,000 
micrograms  per  milliliter.  Further  dilute 
with  sterile  distilled  water  to  give  a  stock 
solution  of  100  micrograms  per  milli¬ 
liter.  This  stock  solution  may  be  kept 
under  refrigeration  for  1  week.  Make 
daily  dilutions  to  a  concentration  of  1 
microgram  per  milliliter  using  0.1  M 
potassium  phosphate  buffer,  pH  8.0. 

(4)  Preparation  of  sample.  Prepare 
the  sample  to  be  tested  by  dissolving  in  a 
small  amount  of  methyl  alcohol  and  then 
further  dilute  in  0.1  M  phosphate  buffer. 


pH  8.0,  to  make  ah  appropriate  stock 
solution. 

(5)  Preparation  of  suspension.  Pro¬ 
ceed  as  directed  in  §  455.106(b)  (1)  (v)  of 
this  chapter,  except  add  0.2  milliliter  of 
the  adjusted  bulk  suspension  to  100  mil¬ 
liliters  of  agar  that  has  been  melted  and 
cooled  to  48*  C. 

(6)  Preparation  of  plates.  Proceed  as 
directed  in  §  455.106(b)  (1)  (vi)  of  this 
chapter. 

(7)  Assay.  Place  six  cylinders  on  the 
Inoculated  agar  surface  so  that  they  are 
at  approximately  60*  Intervals  on  a  2.8- 
centimeter  radius.  Use  three  plates  for 
each  sample.  Fill  three  cylinders  on 
each  plate  with  the  1.0  microgram  per 
milliliter  standard  and  three  cylinders 
with  the  sample  diluted  to  1.0  microgram 
per  milliliter  (estimated)  in  0.1  Af  potas¬ 
sium  phosphate  buffer.  pH  8.0,  alter¬ 
nating  standard  and  sample.  At  the 
same  time,  prepare  a  standard  curve, 
using  concentrations  of  the  standard  of 
0.64,  0.80,  1.0,  1.25,  and  1.56  microgrems 
per  milliliter.  Use  three  plates  for  the 
determination  of  each  concentration  on 
the  curve  except  the  1.0  microgram  per 
milliliter  concentration,  a  total  of  12 
plates.  The  1.0  microgram  per  milliliter 
concentration  is  the  reference  point  of 
the  curve.  On  each  of  three  plates  fill 
three  cylinders  with  the  1.0  microgram 
per  milliliter  standard  and  the  other 
three  cylinders  with  the  concentration  of 
the  standard  imder  test.  Thus  there  will 
be  36  of  the  1.0  microgram  determina¬ 
tions  and  nine  determinations  for  each  of 
the  other  points  on  the  curve.  Incubate 
the  plates  for  16  to  18  hours  at  32*  C.  to 
35*  C.  and  measure  the  diameters  of  the 
circles  of  inhibition.  Average  the  read¬ 
ings  of  the  1.0  microgram  per  milliliter 
concentrations  and  the  readings  of  the 
concentration  tested  for  each  set  of 
three  plates  and  average  also  all  36  read¬ 
ings  of  the  1.0  microgram  per  milliliter 
concentration.  The  average  of  the  36 
readings  of  the  1.0  microgram  per  milli¬ 
liter  concentration  is  the  correction  point 
for  the  curve.  Correct  the  average  value 
obtained  for  each  concentration  to  the 
figure  it  would  be  if  the  average  1.0  mi¬ 
crogram  per  milliliter  reading  for  that  set 
of  three  plates  were  the  same  as  the  cor¬ 
rection  point.  Thus,  if  in  correction  of 
the  0.8  microgram  concentration  the 
average  of  the  36  readings  of  the  1.0  mi¬ 
crogram  concentration  is  20.0  millimeters 
and  the  average  of  the  1.0  microgram 
concentration  of  this  set  of  three  plates 
is  19.8  millimeters,  the  correction  is  +0.2 
millimeter. 

If  the  average  reading  of  the  0.8  micro- 
gram  concentration  of  these  same  three 
plates  is  19.0  millimeters,  the  corrected 
value  is  19.2  millimeters.  Plot  these  cor¬ 
rected  values,  including  the  average  of 
the  1.0  microgram  per  milliliter  concen¬ 
tration.  on  two-cycle  semilogarithmic 
paper  using  the  concentration  in  micro¬ 
grams  per  milliliter  as  the  ordinate  (the 
logarithmic  scale)  and  the  diameter  of 
the  zone  of  Inhibition  as  the  abscissa. 
Draw  the  standard  curve  through  these 
points.  To  estimate  the  potency  of  the 
sample,  average  the  zone  readings  of  the 
standard  and  the  zone  readings  of  the 


sample  on  the  three  plates  used.  If  the 
sample  gives  a  larger  zone  size  than  the 
average  of  the  standard,  add  the  differ¬ 
ence  between  them  to  tte  1.0  microgram 
per  milliliter  unit  zone  on  the  standard 
curve.  If  the  average  value  is  lower 
than  the  standard  value,  subtract  the 
difference  between  them  from  the  1.0 
microgram  per  milliliter  unit  value  on 
the  curve.  Prom  the  curves  read  the 
potencies  corresponding  to  these  cor¬ 
rected  values  of  zone  sizes. 

(ii)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)(5)(i)  of  this  chapter. 

(iii)  Toxicity.  Proceed  as  directed  in 
S  440.80a(b)  (4)  of  this  chapter,  using  as 
a  test  dose  0.5  milliliter  of  a  solution 
containing  2  milligrams  per  milliliter. 

(iv)  pH.  Using  an  aqueous  solution 
containing  10  milligrams  per  milliliter, 
proceed  as  directed  in  S  440.80a(b)  (5) 
(ii)  of  this  chapter. 

(V)  Crystallinity.  Proceed  as  directed 
in  §  440.80a(b)  (5)  (iii)  of  this  chapter. 


PART  544— OLIGOSACCARIDE  CERTIFI¬ 
ABLE  ANTIBIOTIC  DRUGS  FOR  ANIMAL 
USE 

Subpart  A — Oral  Dosage  Forms 

Sec. 

544.110  Dihydrostreptomycln  boluses. 

544.170  Streptomycin  oral  dosage  forms. 

544.170a  Streptomycin-polymyxin  -  bacitra¬ 
cin  tablets. 

544.170b  Streptomycin  hydrochlorlde/strep- 
tomycln  sulfate  oral  solution. 

544.173  Streptomycln/dlhydrostreptomycln 
oral  dosage  forms. 

544 .1 73a  Strep tomycln/dlhydrostreptomycln 
tablets. 

544 .1 73b  Streptomycln/dlhydrostreptomycln 
syrup;  streptomycln/dlhydro- 
streptomycln  In  gel  (streptomy- 
cln/dlhydrostreptomycln  oral 
suspension);  potency. 

544.173c  Streptomycin  /  dlhydrostreptomy- 
cln  sodium  sulfatblazole  solu¬ 
tion. 

544.173d  Streptomycin/dlhydrostreptomycln 
sulfate  oral  powder;  streptomy¬ 
cin  sulfate/dlhydrostreptomycln 
sulfate  oral  granules;  dlhydro- 
chlorlde  oral  powder/oral  gran¬ 
ules. 

544.173e  Streptomycin  /  dlbydrostreptomy- 
cln-kaolln-pectln-alumlnum  hy¬ 
droxide  gel  powder. 

Subpart  B — Implantation  or  Injectable  Dotage 
Forms 

544.211  Dihydrostreptomycln  /  streptomycin 
Implantation  or  Injectable  dosage 
forms. 

544.211a  Dihydrostreptomycln  /  streptomycin 
sulfates  aqueous  solution. 

544.211b  Dihydrostreptomycln  /  streptomycin 
sulfates. 

544.274  Streptomycin  sulfate/dlhydrostrep¬ 
tomycln  sulfate/crystalllne  dlhy- 
drostreptomycln  sulfate  Inject¬ 
able. 

Subpart  C — Dphthalmic  and  Topical  Dosage 
Forms 

544.370  Streptomycin  ophthalmic  and  top¬ 
ical  dosage  forms. 

544.37Da  Streptomycin  for  topical  use. 

544.370b  Streptomycin-erythromycin  oint¬ 
ment. 

544.373  Streptomycin  /  dihydrostreptomycln 
ophthalmic  and  topical  dosage 
forms. 

544.373a  Streptomycin  /  dihydrostreptomycln 
ointment. 
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544.373b  Streptomycin  /  dlhydrostreptomy- 
cln-polym]Vln*neomycln  oint¬ 
ment. 

Subpart  O — Otic  Dosage  Foims 

544.473  Streptomycin  /  dlhydrostreptcmycln 
otic  with  antifungal  agent. 

Subpaits  E-H  [Reserved] 

Subpart  I — Certain  Other  Dosage  Forms 
544.973b  Streptomycin  /  dlhydrostreptomycln 
solution  for  Inhalation  therapy. 

Authoritt:  Secs.  507,  512,  59  Stat.  463  as 
amended,  82  Stat.  343-351  (21  U.S.C.  357, 
360b). 

Subpart  A — Oral  Dosage  Forms 
§544.110  Dihydrostreptomyrin  boluses. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
dihydrostreptomycin  boluses  are  de¬ 
scribed  under  §  544.173a(a) . 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  dihydro¬ 
streptomycin  boluses  are  describe  in 
§544.173a(b). 

(c)  Conditions  of  marketing — (1) 
Specifications.  (1)  The  drug  is  in  bolus 
form  and  conforms  to  the  requirements 
of  §  544.173a(a). 

(ii)  Each  bolus  contains  dihydrostrep¬ 
tomycin  sulfate  equivalent  to  500  milli¬ 
grams  of  dihydrostreptomycin. 

(2)  Sponsor.  See  No.  000010  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Related  tolerances.  See  §  556.200 
of  this  chapter. 

(4)  Conditions  of  use.  (i)  It  is  admin¬ 
istered  orally  to  calves  as  an  aid  in  the 
treatment  and  control  of  bacterial  scours 
(colibacillosis)  of  calves  caused  by  E. 
coli  organisms  sensitive  to  dihydrostrep¬ 
tomycin. 

(ii)  It  is  administered  at  a  dosage  level 
of  5  milligrams  of  dihydrostreptomycin 
for  each  pound  of  body  weight  every  12 
hours  until  the  animal  returns  to  nor¬ 
mal.  Treatment  should  continue  24  to  48 
hours  after  symptoms  have  subsided. 

(iii)  Treated  animals  should  not  be 
used  for  food  within  10  days  after  the 
latest  treatment.  Treatment  with  the 
drug  must  not  exceed  5  days. 

§  544.170  Streptomycin  oral  dosage 
forms. 

§  544.170a  Streptomycin  -  polymyxin- 
bacitracin  tablets. 

(a)  Requirements  for  certification — 

(1)  The  requirwnents  for  certification 
for  strept(»nycin-polym3rxin-bacitracin 
tablets  are  described  tmder  §  444.170a  of 
this  chanter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
§  444.170a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  in¬ 
clude  information  containing  directions 
and  warnings  adequate  for  the  veter¬ 
inary  use  of  the  drug  by  the  laity  and  the 
statement  “Warning — ^Not  for  use  in  ani¬ 
mals  which  are  raised  for  food  produc¬ 
tion.” 

(b)  Tests  and  methods  of  assay.  The 
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tests  and  methods  of  assay  for  strepto¬ 
mycin-polymyxin-bacitracin  tablets  are 
describe  \mder  §  444.170a  of  this 
chapter. 

§  544.170b  Streptomycin  hydrochloride/ 
streptomycin  sulfate  oral  solution. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Streptomycin  hydro¬ 
chloride  solution  oral  and  streptomycin 
sulfate  solution  oral  'are  aqueous  solu¬ 
tions  of  streptomycin  hydrochloride  or 
streptomycin  sulfate,  with  one  or  more 
suitable  and  harmless  preservatives  and 
with  or  without  one  or  more  essential 
vitamin  and  mineral  substances  for 
nutritive  purposes.  The  drug  may  also 
contain  one  or  more  suitable  and  harm¬ 
less  buffer  substances  and  stabilizing 
agents.  Its  potency  is  not  less  than  250 
milligrams  per  milliliter.  Its  pH  is  not 
less  than  4  and  not  more  than  7.  It  is 
nontoxic.  Each  preservative,  buffer  sub¬ 
stance,  and  stabilizing  agent  used,  if  its 
name  is  recognized  in  the  U.SJP.  or  N.F., 
conforms  to  the  standards  prescribed 
therefor  by  such  official  compendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.S.P.  The 
composition  of  the  immediate  container 
shall  be  such  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
for  in  applicable  standards,  except  that 
minor  chsmges  so  caused  that  are  normal 
and  unavoidable  in  good  packaging,  stor¬ 
age.  and  distribution  practice  shall  be 
disregarded. 

(3)  Labeling.  Each  package  shall 
bear  on  the  outside  wrapper  or  container 
and  the  immediate  container: 

(i) *  The  batch  mark. 

(ii)  The  number  of  milligrams  of 
str^tomycin  in  each  milliliter  of  the  im¬ 
mediate  c(mtainer. 

(iii)  Hie  statement  “Exniration  date 

- the  blank  being  filled  in 

with  the  date  that  is  12  months  after  the 
month  during  which  the  batch  was  certi¬ 
fied.  exc^t  that  the  blank  may  be  filled 
in  with  the  date  that  is  18  months  or  24 
months  after  the  m(Hith  during  which 
the  batch  was  certified  if  the  person  who 
requests  certification  has  submitted  to 
the  CtKnmissioner  results  of  tests  and 
assays  showing  that  after  having  been 
stored  for  such  period  of  time,  such  drug 
as  prepared  by  him  complies  with  the 
standards  prescribed  by  paragraph  (a) 
(1)  of  this  section. 

(iv)  The  name  and  quantity  of  each 
preservative  used. 

(V)  The  statement  “For  oral  veteri¬ 
nary  use  only”. 

(W)  If  it  (xmtains  added  vitamins  oi 
minerals,  the  name  and  quantity  of  each 
such  substance  and  a  statement  that  such 
substances  are  present  only  for  furnish¬ 
ing  additional  vitamins  and  minerals 
while  animals  are  eating  less  feed. 

(vii)  If  it  is  intended  for  use  in  ani¬ 
mals  raised  for  food  producticm,  it  shidl 
be  used  in  accordance  with  paragraph 

(c)  of  this  section. 

(4)  Request  for  certification:  samples. 
(i)  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chapter. 


a  person  who  requests  certification  of  a 
batch  shall  sulnnit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  the 
batch,  and  the  number  of  milligrams  of 
streptomycin  per  milliliter.  Such  request 
shall  be  accompanied  or  followed  the 
results  of  tests  knd  assays  made  by  him 
on  the  batch  for  potency,  toxicitar,  and 
pH. 

(ii)  Such  person  shall  also  submit  with 
his  request,  in  the  quantities  hereinafter 
indicated,  accurately  representative  sam¬ 
ples  of  the  following: 

(a)  The  batch;  1  immediate  container 
for  each  5,000  immediate  containers  in 
the  batch,  but  in  no  case  less  than  5 
immediate  containers. 

(b)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  1  package  of  each 
containing  approximately  5  grams. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency.  Proceed  as  directed  in 
§  444.70a(b)  (1)  of  this  chapter.  Its 
potency  is  satisfactory'  if  it  contains  not 
less  than  90  percent  of  the  number  of 
milligrams  of  streptomycin  per  milli¬ 
liter  that  it  is  represent^  to  contain. 

(2)  Toxicity,  Proceed  as  directed  in 
S  444.70a(b)  (3)  of  this  chapter. 

(3)  pH.  Proceed  as  directed  in 
S  444.70a(b)  (6)  (ii)  of  this  ch{q;>ter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Complies  with  the  re¬ 
quirements  for  streptomycin  sulfate 
foimd  in  paragraph  (a)  of  this  section  or 
SS  544.173a(a)  or  544.173d(a). 

(2)  Sponsor.  [Reserved! 

(3)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (c)  (5) 
of  this  section  refer  to  the  activity  of 
the  master  standard. 

(4)  Related  tolerances.  See  S  556.610 
of  this  chapter. 

(5)  Conditions  of  use.  It  is  used  as 
streptomycin  sulfate  in  drinking  water  as 
follows: 

(1)  Calves — (a)  Amount  per  gallon. 
0.5  to  1.5  grams. 

(b)  Indications  for  use.  Treatment  of 
bacterial  diarrhea  (scours)  of  calves. 

(c)  Limitations.  Administer  not  more 
than  5  days;  prepare  fresh  solution  daily; 
withdraw  2  days  before  slaughter;  as  sole 
source  of  streptomycin. 

(ii)  Chickens — (a)  Amount  per  gallon. 
0.5  to  1.5  grams. 

(b)  Indications  for  use.  Treatment  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection)  ;  maintenance  of  weight  gains 
during  periods  of  stress;  treatment  of 
blue  comb  (nonspecific  infectious  al¬ 
ter!  tis)  . 

(c)  Limitations.  Administer  not  more 
than  5  days;  not  for  use  in  laying  chick¬ 
ens;  prepare  fresh  solution  dally;  with¬ 
draw  4  days  before  slaughter;  as  sole 
source  of  streptomycin. 

(ill)  Swine — (a)  Amount  per  gallon. 
0.5  to  1.5  grams. 

(b)  Indications  for  use.  Treatment  of 
bacterial  enteritis  (scours)  in  swine. 

(c)  Limitations.  Administer  not  more 
than  4  days;  prepare  fresh  solution  daily; 
as  sole  source  of  streptomycin. 
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§  544.173  Streptomjrrin/dihydrostrepto- 
mycin  oral  dosage  forms. 

§  544.173a  Streptomycin /dihydrostrep¬ 
tomycin  tablets. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Streptomycin  tablets  and 
dihydrostreptomycln  tablets  are  strepto¬ 
mycin  or  dihydrostreptomycin  tablets 
with  or  without  glucuronolactone,  kaolin, 
or  other  suitable  and  harmless  absorbent 
Ingredients,  pectin,  and  dried  aluminum 
hydroxide  gel.  with  or  without  bismuth 
glycolylarsanilate  and  one  or  more  suit¬ 
able  sulfonsunides.  and  with  or  without 
the  addition  of  one  or  more  suitable  and 
harmless  diluents,  binders,  lubricants, 
colorings,  and  flavorings.  It  may  contain 
chlorhexldlne  dihydrochloride  or  vita¬ 
min  A  and/or  bismuth  subcarbonate. 
The  potency  of  each  tablet  is  not  less 
than  37.5  milligrams.  If  it  contains 
chlorhexldlne  dlhydrochlorlde,  each 
tablet  contains  375  milligrams  of  chlor¬ 
hexldlne  dlhydrochlorlde  and  37.5  milli¬ 
grams  of  dlhydrostreptomycin.  Its  mois¬ 
ture  content  is  not  more  than  10  percent. 
Tablets  not  exceeding  15  millimeters  in 
diameter,  or  not  intended  only  for  pre¬ 
paring  solutions,  shsdl  disintegrate 
within  1  hoiu:.  The  streptomycin  or  dl¬ 
hydrostreptomycin  used  conforms  either 
to  the  standards  prescribed  by  $  444.70a 

(a)(1)  of  this  chapter  or  §  444.10a(a) 
of  this  chapter,  except  the  standards 
for  sterility,  pyrogens,  and  histamine 
content,  or  to  the  standards  prescribed 
by  §  539.170(a)  of  this  chapter.  Each 
other  substance  used,  if  its  name  is  rec¬ 
ognized  in  the  U.8.P.  or  N.F.,  conforms  to 
the  standards  prescribed  therefor  by  such 
official  compendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  ccmtainer  shall  be  a  well  closed 
container  or  a  tight  container  as  deflned 
by  the  U.  S.  P.  and  it  may  contain  a 
desiccant  separated  from  the  tablets  by 
a  plug  of  cotton  or  other  like  material. 
The  cOTiposltlon  of  the  immediate  c<m- 
tainer  shall  be  such  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  smy  limit  therefor 
in  iqspUcable  standards,  except  that 
minor  changes  so  oaus^  which  are 
normal  and  unavoidable  in  good  packag¬ 
ing,  storage,  and  distribution  practice 
shall  be  disregarded. 

(3)  Labeling.  In  addition  to  the  label¬ 
ing  requirements  prescribed  by  5  201.105 
of  this  chapter  (regulations  issued  im- 
der  section  502(f)  of  the  act),  each 
package  shall  bear  on  the  outside 
wrapper  or  container  and  the  immediate 
container,  as  hereinafter  indicated,  the 
following: 

(i)  The  statement  “Expiration  date 

- ”,  the  blank  being  filled  in  with 

the  date  that  Is  24  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified,  except  that  the  blank  may  be  filled 
in  with  the  date  that  is  36  mmiths  or 
48  months  after  the  month  during  which 
the  batch  was  certifled  if  the  person 
who  requests  certification  has  submitted 
to  the  Commissioner  results  of  test  and 
assays  showing  that  after  having  been 
stored  for  such  period  of  time  such  drug 
as  prepared  by  him  complies  with  the 


standards  prescribed  in  paragrai^  (a) 
(1)  of  this  section. 

(il)  If  it  contains,  in  addition  to  str^- 
tomycin  or  dlhydrostreptomycin  one  or 
more  of  the  other  active  ingredients  spec¬ 
ified  in  paragraph  (a)(1)  of  this  section, 
sdtm*  the  name  “streptomycin  tablets”  or 
“dlhydrostreptomycin  tablets”,  wherever 

it  i«}pears,  the  words  “with _ ”, 

the  blank  being  filled  in  with  the  esti^- 
llshed  name  of  each  such  other  ingredient 
and  the  words  being  in  juxtaposition  with 
such  name. 

(ili)  In  lieu  of  the  statement  “Caution: 
Federal  law  restricts  this  drug  to  use  by 
or  on  the  order  of  a  licoised  veteri¬ 
narian”,  each  package  shall  include  in- 
formatlcm  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity.  If  it  contains 
bismuth  subcarbonate,  its  label  and  label¬ 
ing  shall  include  refermice  to  its  use  only 
in  cats  and  dogs. 

(iv)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  it  shall  be  used 
in  accordance  with  paragraph  (c)  of  this 
section,  S  544.110(c)  or  9  544.170b(c) 

(4)  Request  for  certification;  sam¬ 
ples.  (i)  In  addition  to  complying  with 
the  requirements  of  §  514.50  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  of  strepto^cln  or  dihydro- 
streptxxnycin  tablets  shall  submit  with 
his  request  a  statement  showing  the 
batch  mark,  the  number  of  packages  of 
each  size  in  siich  batch,  the  batch  mark 
and  (unless  it  was  previously  submitted) 
the  date  on  which  the  latest  assay  of  the 
streptomycin  or  dlhydrostreptomycin 
used  in  making  such  batch  was  com¬ 
pleted.  the  potency  of  each  tablet,  the 
quantity  of  each  ingredient  used  in  mak¬ 
ing  the  batch,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  and  a  statement 
that  each  Ingre^ent  \ised  in  making  the 
batch  conforms  to  the  requirements  pre¬ 
scribed  therefor,  if  any,  by  this  section. 

(ii)  Except  as  otherwise  provided  in 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of : 

(a)  The  batch:  Average  potency  per 
tablet,  average  moisture,  and  if  required 
by  paragraph  (a)(1)  of  this  section,  dis¬ 
integration  time. 

(b)  The  streptomycin  or  dihydrostrep¬ 
tomycin  used  in  making  the  batch: 
potency,  toxicity,  moisture,  pH,  strepto¬ 
mycin  content  if  it  is  dihydrostreptomy¬ 
cin,  and  crystallinity  if  it  is  crystalline 
dihydrostreptomycln  sulfate. 

(ili)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  tills  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(o)  The  batch: 

(1)  For  potency  and  moisture:  One 
tablet  for  each  5,000  tablets  in  the  batch, 
but  in  no  case  less  than  30  tablets,  col¬ 
lected  by  taking  single  tablets  through¬ 
out  the  entire  time  of  tableting  so  that 
the  quantities  tableted  during  the  in¬ 
tervals  are  approximately  equal. 


(2)  For  disintegration  time:  6 
tablets. 

(b)  The  streptomycin  or  dlhydro¬ 
streptomycin  used  in  making  the  batch; 
five  packages  containing  approximately 
equal  portions  of  not  less  than  0.5  gram 
each,  packaged  in  accordance  with  the 
requirements  of  9  444.70a(a)  (2)  of  this 
chapter. 

(c)  In  case  of  an  Initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 

(iv)  No  result  referred  to  in  paragraph 
(a)  (4)  (il)  (b)  of  this  section,  and  no 
sample  referred  to  in  paragraph  (a)  (4) 
(ill)  (b)  of  this  section,  is  required  if  such 
result  or  sample  has  b^n  previously  sub¬ 
mitted. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Streptomycin  content.  Us¬ 
ing  12  tablets,  proceed  as  directed  in 
9  444.70a(b)  (1)  of  this  chapter,  except 
paragraph  (b)(1)  (x)  and  (xi)  of  that 
section,  and  in  lieu  of  the  directions  in 
paragraph  (b)(l)(v)  of  that  section, 
prepare  the  sample  as  follows;  Place  the 
tablets  in  a  glass  blending  Jar  containing 
500  milliliters  of  0.1  M  potassliun  phos¬ 
phate  buffer,  pH  8.0.  Using  a  high-speed 
blender,  blend  for  3  to  5  minutes  and 
then  make  the  proper  estimated  dilu¬ 
tions  in  the  buffer  solution;  except  if  it  is 
a  bolus,  add  1  milliliter  polysorbate  80 
and  499  milliliters  of  0.1  AT  potassium 
phosphate  buffer,  pH  8.0,  to  a  glass  blend¬ 
ing  jar,  turn  on  blender,  and  add  three 
boluses.  Blend  for  5  minutes  and  then 
allow  to  stand  at  room  temperature  for 
at  least  1  hour.  Blend  again  for  5  min¬ 
utes.  Pour  contents  of  blending  jar  into  a 
beaker,  stir  with  a  magnetic  stirrer  and 
while  stirring  remove  an  aliquot  for  mak¬ 
ing  the  proper  estimated  dilutions.  The 
average  potency  of  streptomycin  tablets 
is  satisfactory  if  they  contain  not  less 
than  85  percent  of  the  number  of  milli¬ 
grams  that  they  are  represented  to  con¬ 
tain. 

(ii)  Dihydrostreptomycin  content. 
Proceed  as  directed  in  paragraph  (b)  (1) 
(i)  of  this  section,  using  the  dihydro¬ 
streptomycin  working  standard  as  a 
standard  of  comparison.  The  average 
potency  of  dihydrostreptomycln  tablets 
is  satisfactory  if  it  contains  not  less  than 
85  p)ercent  of  the  number  of  milligrams 
it  is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (i)  of  this  chapter. 

(3)  Disintegration  time.  Proceed  as 
directed  in  9  440.180a(b)  (3)  of  this 
chapter. 

(c)  Conditions  of  marketing — (1) 
Chemical  name.  Chlorhexldlne  dihydro¬ 
chloride:  l,l'-hexamethylenebls  [5-p- 
chlorophenyl)  blguanide]  dlhydrochlo¬ 
rlde. 

(2)  Specifications,  (i)  The  drug  in 
tablet  form  conforms  to  the  require¬ 
ments  of  9  544.173a(a)  of  this  chapter 
and  in  oral  suspension  to  9  544.173b(a) 
of  this  chapter. 

(ii)  Dlhydrostreptomycin  sulfate  is 
the  sulfate  salt  of  the  antibiotic  sub¬ 
stance  obtained  by  hydrogenation  of  the 
antibiotic  substance  produced  by  the 
growth  of  Streptomyces  griseus  or  the 
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same  antibiotic  substance  produced  by 
any  other  means. 

(3)  Sponsor.  See  No.  000856  in 
S  510.600(c)  of  this  chapter. 

(4)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  pcuagraph  (c)  (6) 
of  this  section  refer  to  the  activity  of  the 
master  standard. 

(5)  Related  tolerances.  See  S§  556.200 
and  556.120  of  this  chapter. 

(6)  Conditions  of  use.  It  is  used  as  di¬ 
hydrostreptomycin  sulfate  in  tablets  or 
suspension  for  oral  administration  to 
calves  as  follows: 

(1)  Amount.  150  milligrams  of  dihydro- 
str^tomycin  and  1.5  grams  of  chlor- 
hexidine  dihydrochloride  per  100  pounds 
of  body  weight  per  day. 

(ii)  Indications  for  use.  For  treatment 
of  bacterial  scours  in  calves. 

(iii)  Limitations.  Administer  one  dose 
per  day  for  5  days;  withdraw  3  days  be¬ 
fore  slaughter. 

§  544.173b  Streptomycin/diliydrostrep* 
toniycin  syrup;  streptomycin /dihy- 
drostreptomycin  in  gel  (streptomy* 
cin/dihydrostreptomycin  oral  sus* 
pension)  ;  potency. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Streptomycin  syrup 
and  dihydr^treptcHnycin  syrup  are 
streptomycin  or  dihydrostreptomycin 
dissolved  in  a  suitable  and  harmless  dil¬ 
uent  that  contains  one  or  more  suitable 
and  harmless  preservatives.  Streptomy¬ 
cin  in  gel  and  dihydrostreptomycin  in 
gel  are  streptomycin  and  dihydrostrep¬ 
tomycin  dissolved  or  suspended  in  a  suit¬ 
able  and  harmless  gel  base  that  con¬ 
tains  a  suitable  and  harmless  adsorbent 
and  one  or  more  suitable  and  harm¬ 
less  preservatives.  Each  such  drug  may 
contain  one  or  more  suitable  and  harm¬ 
less  suspending  or  dispersing  agoits, 
flavorings,  pectin,  chlorhexidine  dihydro¬ 
chloride,  bismuth  glycolylarsanilate,  bis¬ 
muth  magma,  or  bismuth  subcarbonate, 
suitable  mineral  salts,  procaine  hydro¬ 
chloride,  a  suitable  antispasmodic  agent, 
and  one  or  more  suitable  sulfonamides. 
Its  potency  is  not  less  than  10  milligrams 
per  milliliter;  however,  if  it  contains 
chlorhexidine  dlhydrochlorlde,  each  mil¬ 
liliter  contains  12.5  milligrams  of  chlor¬ 
hexidine  dihydrochloride  and  1.25  milli¬ 
grams  of  dihydrostreptomycin.  Ihe 
streptomycin  used  conforms  to  the  stand¬ 
ards  prescribed  therefor  by  §  444.70a(a) 
(1)  of  this  chapter,  except  paragraphs 

(a)(1)  (ii),  (iv),  (V),  and  (vi)  of  that 
section.  The  dihydrostreptomycin  used 
conforms  to  the  standards  prescribed 
therefor  by  §  444.10a(a)  of  this  chapter 
respectively,  except  the  standards  for 
sterility,  pyrogens,  moisture,  and  hista¬ 
mine  content.  Each  other  substance  used, 
if  its  name  is  recognized  in  the  U.S.P. 
or  N.F.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official  com¬ 
pendium 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  glass,  so 
closed  as  to  be  a  tight  container  as  de¬ 
fined  by  the  U.SP.  and  of  such  compo¬ 
sition  that  will  not  cause  any  change  in 
the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limit  therefor  in 


applicable  standards,  except  that  minor 
changes  so  caused  which  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  disre¬ 
garded. 

(3)  Labeling.  In  addition  to  the  label¬ 
ing  requirements  prescribed  by  S  201.105 
of  this  chapter  (regulations  issued  under 
section  502(f)  of  the  act),  each  package 
shall  bear  on  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container,  as 
hereinafter  indicated,  the  following; 

(i)  The  statement  “EIxpiration  date 

_ ”,  the  blank  being  filled  in 

with  the  date  that  is  18  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified,  except  that  the  blank  may  be 
filled  in  with  the  date  that  is  24  months 
or  36  months  after  the  month  during 
which  the  batch  was  certifled  if  the  per¬ 
son  who  requests  certiflcation  has  sub¬ 
mitted  to  the  Commissioner  results  of 
tests  and  assays  showing  that  after  hav¬ 
ing  been  stored  for  such  period  of  time 
such  drug  as  prepared  by  him  compiles 
with  the  standards  prescribed  by  para¬ 
graph  (a)  (1)  of  this  section. 

(ii)  If  it  contains,  in  addition  to  strep¬ 

tomycin  or  dihydrostreptomycin,  one  or 
more  of  the  other  active  ingredients  spec¬ 
ified  in  paragraph  (a)(1)  of  this  section, 
after  the  name  “streptomycin  sirup”, 
“streptomycin  in  gel”,  “dihydrostrep¬ 
tomycin  sirup”,  or  “dlhydrostreptomycin 
in  gel”,  wherever  such  name  appears,  the 
words  "with _ (the  blank  be¬ 

ing  fllled  in  with  the  established  name  of 
each  such  other  ingredient)”,  in  juxta¬ 
position  with  such  name. 

(iii)  In  lieu  of  the  statement,  “(Caution: 
Federal  law  restricts  this  drug  to  use  by 
or  on  the  order  of  a  licensed  veteiinar- 
.ian”,  each  package  shall  include  infor¬ 
mation  containing  directions  and 
warnings  adeqiiate  for  the  veterinary  use 
of  the  drug  by  the  laity. 

(iv)  If  it  is  intended  for  use  in  ani¬ 
mals  raised  for  food  production,  it  shall 
be  used  in  accordance  with  S  544.173a 
(c). 

(4)  Request  for  certification;  samples. 

(i)  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chap¬ 
ter,  a  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
mark,  the  number  of  packages  of  each 
size  in  such  batch,  the  batch  mark 
and  (unless  it  was  previously  sub¬ 
mitted)  the  date  on  which  the  latest 
assay  of  the  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch 
was  completed,  the  potency  per  milliliter 
of  the  batch,  the  quantity  of  each  in¬ 
gredient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  compris¬ 
ing  such  batch  was  completed,  and  a 
statement  that  each  ingredient  used  in 
making  the  batch  conforms  to  the  re¬ 
quirements  prescribed  therefor,  if  any, 
by  this  section. 

(ii)  Except  as  otherwise  provided  in 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  represent¬ 
ative  sample  of : 


(a)  The  batch;  average  ix>tency  per 
milliliter. 

(b)  The  streptomycin  or  dlhydro¬ 
streptomycin  used  in^making  the  batch; 
potency,  toxicity,  pH,'  str^toi^cin  con¬ 
tent  if  it  is  dihydrostreptomycin,  and 
crystallinity  if  it  is  crystalline  dlhydro¬ 
streptomycin. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)(4)(iv)  of  this  section 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  represent¬ 
ative  samples  of  the  follow!^: 

(a)  The  batch;  one  Immediate  con¬ 
tainer  for  each  5,000  immediate  con¬ 
tainers  in  the  batch,  but  in  no  case  less 
than  5  immediate  containers,  collected 
by  taking  single  Immediate  containers  at 
such  intervals  throughout  the  entire 
time  of  packaging  the  batch  that  the 
quantities  packaged  during  the  intervals 
are  approximately  equal. 

(b)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch; 
five  packages  containing  cq)proximately 
equal  portions  of  not  less  than  0.5  gram 
each  packaged  in  accordance  with  the 
requirements  of  S  444.70a(a)  (2)  of  this 
chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approxlemtely  5  grams. 

(iv)  No  result  referred  to  in  para¬ 
graph  (a)  (4)  (ii)  (b)  of  this  section,  and 
no  sample  referred  to  in  paragraph  (a) 
(4)(iii)(b)  of  this  section,  is  required 
if  such  result  or  sample  has  been  pre¬ 
viously  submitted. 

(b)  Tests  and  methods  of  assay — 

(1)  Streptomycin  content.  Proceed  as 
directed  in  §  444.70a(b)  (1)  of  this  chap¬ 
ter,  except  paragraph  (b)  (1)  (xi)  of  that 
section,  and  except  that  if  it  is  in  an  oil 
base  proceed  as  directed  in  5  536.501(a) 

(2)  of  this  chapter.  Its  potency  is  satis¬ 
factory  if  it  contains  not  less  than  85 
percent  of  the  niunber  of  milligrams  of 
streptomycin  that  it  is  represented  to 
contain. 

(2)  Dihydrostreptomycin  content. 
Using  dihydrostreptomycln  working 
standard  as  the  standard  of  comparison, 
proceed  as  directed  in  §  444.70a(b)  (1)  of 
this  chapter,  except  paragraph  (b)(1) 
(xi)  of  that  section,  and  except  that  if  it 
is  in  an  oil  base  proceed  as  directed  in 
§  536.501(a)  (3)  of  this  chapter.  Its 
potency  is  satisfactory  if  it  contains  not 
less  than  85  percent  of  the  number  of 
milligrams  of  dihydrostreptomycln  that 
it  is  represented  to  contain. 

(c)  Conditions  of  marketing.  The  con¬ 
ditions  of  marketing  are  described  un¬ 
der  5  544.173a(c). 

§  544.1 73c  Sireploniycin  /  d  i  h  y  d  r  o- 
wlrcptomyriii  Modium  8uIfalliia7.ole 
Kolution. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Streptomycin-so¬ 
dium  sulfathiazole  solution  and  (lihydro- 
streptomycin-sodium  sulfathiazole  solu¬ 
tion  are  streptomycin  or  dlhydrostrepto¬ 
mycin  and  s()dium  sulfathiazole  dissolved 
in  a  suitable  and  harmless  vehicle.  Each 
milliliter  contains  not  less  than  35  milli- 
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grams  of  streptomycin  or  dihydrostrepto¬ 
mycin  and  not  less  than  25  milligrams  of 
sodium  sulfathiazole.  It  is  sterile.  It  is 
nontoxic.  It  is  nonpyrogenic.  It  contains 
DO  histamine  nor  histamine-like  sub¬ 
stance.  Its  pH  Is  not  less  than  5.0  and 
not  more  than  8.0.  The  streptonurcln 
used  conforms  to  the  standards  pre¬ 
scribed  therefor  by  §  444.70a(a)  (1)  of 
this  chapter,  except  paragraph  (a)  (1) 
(vi)  of  that  section.  The  dihydrostrepto¬ 
mycin  used  conforms  to  the  standards 
prescribed  therefor  by  S  444.10a(a)  of 
this  chapter,  except  the  standard  for 
moisture.  Each  other  substance  used,  if 
its  name  is  recognized  in  the  U.S.P.  or 
N.F.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official  com¬ 
pendium 

(2)  Packaging:  labeling.  It  shall  be 
packaged  and  labeled  in  accordance  with 
the  requirements  of  §  444.270b(a)  (2) 
and  (3)  of  this  chapter,  except  that  in 
addition  to  the  requirements  of  para¬ 
graph  (c)  each  package  shall  bear  on  the 
outside  wrapper  or  container  and  the 
immediate  container: 

(1)  The  composition  of  the  vehicle. 

(ii)  The  number  of  milligrams  of  so¬ 
dium  sulfathiazole  in  each  milliliter  of 
the  batch. 

(lil)  The  statement  “For  veterinary 
use  only”. 

(iv)  The  statement  “Warning — Not  for 
use  in  animals  which  are  raised  for  food 
production”. 

(3)  Requests  for  certification,  samples. 
The  person  who  requests  certification  of 
a  batch  shall  submit  in  connection  wl^ 
his  request  the  same  information  and 
number  of  samples  for  the  batch  as  pre¬ 
scribed  by  §  444.270b(a)  (4)  of  this 
chapter. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  in  §  444.70a 
(b)(1)  (x)  of  this  chapter,  except  if  it 
contains  dlhydrostreptomycln  use  the 
dihydrostreptomycin  working  standard 
as  a  standard  of  comparison.  Its  content 
of  streptomycin  or  dihydrostreptomycln 
is  satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
that  it  is  represented  to  contain. 

(2)  Sterility,  pyrogens,  histamine, 
streptomycin  content  if  it  is  dihydro- 
streptomycin.  Proceed  as  direct^  In 
5§  444.70a(b)  (2),  (4),  and  (5),  and 
444.270b (b)  (2)  of  this  chapter. 

(3)  Toxicity.  Proceed  as  directed  in 
§  440.80a(b)  (4)  of  this  chapter,  using  as 
a  test  dose  0.5  milliliter  of  a  solution 
containing  1.5  milligrams  of  streptomy¬ 
cin  or  dlhydrostreptomycln  per  milli¬ 
liter. 

(4)  pH.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (li)  of  this  chapter,  using 
the  undiluted  drug. 

§  .^44.173d  Streptomycin  /  di  hydro* 
streptomycin  sulfate  oral  powder; 
streptomycin  sulfate/dihydrostrep- 
tomycin  sulfate  oral  granules;  dihy- 
flrochloridc  oral  powder/oral 
granules. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength. 
Quality,  and  purity.  Streptomycin  sul¬ 
fate  powder  oral,  streptomycin  sulfate 
firranules  oral,  dihydrostreptomycln  sul- 
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fate  powder  oral,  dihydrostreptomycln 
sulfate  granules  oral,  dlhydrostxeptomy- 
cin  hydrochloride  powder  oral,  and 
dihydrostreptomycln  hydrochloride  gran¬ 
ules  oral  are  streptomycin  sulfate,  dihy- 
drosbaptomycin  sulfate,  or  dihydro¬ 
streptomycln  hydrochloride,  with  or 
without  (Hie  or  more  suitable  and  harm¬ 
less  dilutents  and  stabilizing  agents,  with 
or  without  one  or  more  suitable  sulfon¬ 
amides,  and  with  or  without  one  or  more 
essential  vitamin  and  mineral  sub¬ 
stances  for  nutritive  purposes.  Its  potency 
is  not  less  than  3.75  grams  per  pound.  Its 
moisture  content  is  not  more  than  7  per¬ 
cent.  The  streptomycin  or  dihydrostrep¬ 
tomycin  used  conforms  to  the  standards 
prescribed  by  S  539.17(a)  (1).  Each  other 
ingredient  used,  if  its  name  is  recognized 
in  the  UJ3.P.  or  NJP.,  confonns  to  the 
standards  prescribed  therefor  by  such 
official  (XHnpendium. 

*(2)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.  The 
composition  of  the  immediate  ccmtaln- 
ers  shall  be  such  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
for  in  applicable  standards,  except  that 
minor  changes  so  caused  which  are  nor¬ 
mal  and  unavoidable  in  good  packaging, 
storage,  and  distribution  practice  shall 
be  disregarded. 

(3)  Labeling.  Each  pcu)kage  shall 
bear  on  its  label  or  labeling  as  herein¬ 
after  indicated,  the  following: 

(i)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  inunedlate  container: 

(a)  The  batch  mark. 

(b)  The  number  of  milligrams  of 
streptomycin  or  dihydrostreptomycin 
per  gram  and  the  number  of  grams  in 
the  Immediate  container. 

(c)  If  it  contains  one  or  more  sulfon¬ 
amides,  the  name  and  quantity  of  each 
such  ingredient. 

(d)  The  statement  “Expiration  date 

- ”,  the  blank  being  filled  in 

with  the  date  that  is  12  months  (if  its 
potency  is  less  than  150  grams  per 
pound)  or  36  months  (if  its  potency  is 
150  grams  or  more  per  pound)  after  the 
month  during  which  the  batch  was  certi¬ 
fied,  except  that  if  the  person  who  re¬ 
quests  certification  has  submitted  to  the 
Conunissloner  results  of  tests  and  assays 
that  show  that  such  drug  as  prepared  by 
him  is  stable  for  24  months,  36  months, 
48  months,  or  60  months,  such  date  may 
be  used  for  such  drug. 

(e)  The  statement  “P\)r  oral  veter¬ 
inary  use  only”. 

(/)  If  it  contains  added  vitamins  or 
minerals,  the  name  and  quantity  of  each 
such  substance  and  a  statement  that 
such  substances  are  present  only  for 
furnishing  additional  vitamins  and 
minerals  while  animals  are  eating  less 
feed. 

(g)  If  it  is  intended  for  use  in  ani¬ 
mals  raised  for  food  pnxluction,  it  shall 
be  used  in  accordance  with  S  544.170b(c) 
of  this  chapter. 

(h)  The  statement  “For  manufac¬ 
turing  use”,  “For  repacdcing”,  or  “For 
manufacturing  use  or  repacking”,  when 
packaged  for  repacking  or  for  use  as  an 
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ingredient  In  the  manufacture  of  an¬ 
other  drug,  as  the  case  may  be. 

(il)  On  the  label  and  labeling,  if  it 
contains  one  or  more  sulfonamides,  after 
the  name  “streptomycin  sulfate  powder 
oral”,  “streptomycin  sulfate  granules 
oral”,  “dlhydrostreptomycln  sulfate 
powder  oral”,  “dlhydrostreptomycin  sul¬ 
fate  graniiles  oral”,  "dihydrostreptomy¬ 
cin  hydr(x;hloride  powder  oral”,  or  “dl¬ 
hydrostreptomycin  hydr(x;hlorlde  gran¬ 
ules  oral”,  wherever  such  name  appears, 
the  words  “with  sulfonamide(s)  ”,  in 
Juxtaposition  with  such  name. 

(iii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  packaged,  ade¬ 
quate  dlrectlcms  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bMu:  a  statement  that  a  brochure  mr 
other  printed  matter  containing  infor¬ 
mation  for  other  veterinary  uses  of  such 
drug  a  veterinarian  Uceneed  by  law  to 
administer  it  will  be  sent  to  such  veteri¬ 
narian  (m  request. 

(4)  Request  for  certification;  samples. 

(i)  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  od  packages  of  each  size  in  such 
batch,  the  batch  maiic  and  (unless  it  was 
prevloui^  submitted)  the  date  on  which 
the  latest  assay  of  the  streptomycin  or 
dihydrostreptomycln  used  in  making 
such  batch  was  completed,  the  quantity 
of  each  ingredient  used  in  making  the 
batch,  the  date  on  which  the  latest  assay 
of  ^e  drug  comprising  such  batch  was 
completed,  and  a  statement  that  each 
other  ingr^lent  used  (rcmforms  to  the  re¬ 
quirements  prescribed  therefor,  if  any, 
by  this  section. 

(li)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  In  connection 
with  his  request  results  of  the  tests  and 
assa3rs  listed  sdter  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(a)  The  batch;  potency  and  moisture. 

(b)  The  streptomycin  or  dihydro¬ 
streptomycln  used  in  making  the  batch: 
potency,  toxicity,  moisture,  pH,  and 
streptomycin  content  if  it  Is  dlhydro¬ 
streptomycln. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section 
such  person  shall  submit  in  connection 
with  his  request.  In  the  quantities  herein¬ 
after  indicated,  accm^tely  representative 
samples  of  the  following: 

(a)  The  batch;  one  immediate  con¬ 
tainer  for  each  5,000  Immediate  con¬ 
tainers  in  the  batch,  but  In  no  case  less 
than  5  immediate  containers,  unless 
each  such  container  is  packaged  to  con¬ 
tain  more  than  15  grams,  in  which  case 
the  sample  shall  consist  of  15  grams  for 
each  5,000  immediate  containers  In  the 
batch,  but  in  no  case  less  than  five  15- 
gram  portions.  Such  samples  shall  be 
collected  by  taking  single  Immediate 
containers  or  15-gram  portions  at  such 
intervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  iq>- 
proxlmately  eqiial. 
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(b)  The  streptomycin  or  dihydro- 
strq>tomycin  used  in  making  the  batch; 
6  packages  containing  approzlmi^ely 
equal  portions  of  not  less  than  1.0  gram 
each,  packaged  in  accordance  with  the 
requirements  of  S  539.170(a)  (2)  of  this 
chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  the  other  ingredients  used 
in  making  the  batch;  one  package  of 
each  containing  iq}proximately  5  grams. 

(iv)  No  result  referred  to  in  para¬ 
graph  (a)  (4)  (ii)  (b)  of  this  section,  and 
no  sample  referred  to  in  paragraph 

(a)  (4)  (iii)  (b)  of  this  section,  is  re¬ 
quired  if  such  result  or  sample  has  been 
previously  submitted. 

(b)  Tests  and  methods  of  assay — 

(1)  Potency.  Proceed  as  directed  in 
S  444.70a(b)  (1)  of  this  chapter,  except 
if  it  contains  dihydrostreptomycin  use 
the  dihydrostreptomycin  working  stand¬ 
ard  as  the  standard  of  comparison.  Its 
potency  is  satisfactory  if  it  contains  not 
less  than  90  percent  of  the  number  of 
milligrams  of  streptomycin  or  dihydro¬ 
streptomycin  per  gram  that  it  is  repre¬ 
sented  to  contain. 

(2)  Moisture.  Using  a  1-gram  sample, 
proceed  as  directed  in  S  440.80a(b)  (5) 
(i)  of  this  chapter. 

§  544.173e  Streptomycin  /  dihydro- 
streptomycin  •  kaolin  •  pectin-alnmi* 
nom  hydroxide  gd  powder. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Streptomycln-Imolin- 
pec  tin-aluminum  hydroxide  gd  powder 
and  dihydrostreptomycin-kac^in-pectin 
aluminum  hydroxide  gel  powder  are 
streptomycin  or  dUiydrostreptomycin. 
ksMdin,  pectin,  and  dried  aluminum 
hydroxide  gel,  with  or  without  the  ad¬ 
dition  of  one  or  more  suitable  and 
harmless  diluents,  colorings,  and  fla¬ 
vorings.  Its  content  of  streptomycin  or 
dihydrostreptomycin  is  not  less  than  37.5 
milligrams  per  gram  of  powder.  Its  mois¬ 
ture  content  is  not  more  than  10  percmt. 
llie  streptcxnycin  used  conforms  to  the 
standards  prescribed  therefor  by 
S  444.70a(a)  (1)  of  this  chapter,  except 
paragraph  (a)(1)  (ii),  (iv),  and  (v) 
of  that  section.  TTie  dihydrostreptmny- 
cin  \ised  conforms  to  the  standards 
prescribed  therefor  by  §  444.10a(a)  of 
this  chiq>ter,  except  the  standards  for 
sterility,  pyrogens,  and  histamine  con¬ 
tent.  Each  other  substance  used,  if  its 
name  is  recognized  in  the  U.8.P.  or  NJ*., 
cmiforms  to  the  standards  prescribed 
therefor  by  such  oflQcial  compendium 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  deflned  by  the  U.  8.  P.  The 
composition  of  the  immediate  (xmtainer 
shall  be  such  as  will  not  cause  any 
change  in  the  strength,  qmdity,  or  purity 
of  the  contents  beyond  any  limits  there¬ 
for  in  applicable  standards,  except  that 
minor  changes  so  caused  wUch  are  nor¬ 
mal  and  unavoidable  ii>good  packaging, 
storage,  and  distribution  practice  shall 
be  disregarded. 

(3)  labeling.  Each  package  shall 
bear,  on  its  label  or  labeling  as  herein¬ 
after  indteated,  the  following: 


(i)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(a)  The  batch  mark. 

(b)  ITie  number  of  milligrams  of 
streptomycin  or  dihydrostreptomycin 
per  gram  in  the  immediate  containers. 

(c)  The  quantity  of  kaolin,  iiectin, 
and  aluminum  hydroxide  per  gram  in  the 
immediate  container. 

id)  The  statement  “Exi^ration  date 

_ ”,  the  blank  being  filled  in 

with  the  date  which  is  12  months  after 
the  month  during  which  the  batch  was 
certifled,  except  that  the  blank  may 
be  fllled  in  with  the  date  which  is 
24  months,  36  months,  or  48  months 
after  the  month  in  which  the  batch  was 
certifled  if  the  person  who  requests 
certiflcation  has  submitted  to  the  Com¬ 
missioner  results  of  tests  and  assays 
showing  that  after  having  been  stored 
for  such  period  of  time  such  drug  as 
prepared  by  Mm  complies  with  the 
standards  prescribed  by  paragraph  (a) 
(1)  of  this  section. 

(«)  The  statement  “For  veterinary 
use  only”. 

(/)  The  statement  “Warning — ^Not 
for  use  in  animals  wMch  are  raised  for 
food  production”. 

(il)  On  the  circular  or  other  labtiing 
within  or  attached  to  the  package,  direc¬ 
tions  and  precautions  adequate  for  the 
use  of  such  powder,  Indudi^: 

(a)  Clinical  indications. 

(b)  Dosage  and  administration. 

(c)  Contraindications. 

id)  Untoward  effects  that  may  ac¬ 
company  administration. 

If  two  or  more  such  immediate  contain¬ 
ers  are  in  such  package,  the  number  of 
circulars  or  other  labeling  shall  not  be 
less  than  the  number  of  such  containers. 

(4)  Request  for  certification;  samples. 
(i)  In  addition  to  complying  with  the 
requirements  of  $  514.50  of  this  chap¬ 
ter,  a  person  who  requests  certiflcation 
of  a  batch  shall  submit  wlUi  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unless  it 
was  previously  submitted)  the  date  on 
wMch  the  latest  assay  of  the  streptomy¬ 
cin  or  dihydrostreptomycln  used  in  mak¬ 
ing  such  batch  was  completed,  the 
potency  per  gram  of  powder,  the  quan¬ 
tity  of  each  ingredient  used  in  making 
the  batch,  the  date  on  wMch  the  latest 
assay  of  the  drug  comprising  such  batch 
was  completed,  and  a  statement  that 
each  ingredient  used  in  making  the  batch 
conforms  to  the  requirements  prescribed 
therefor,  if  any,  by  this  section. 

(il)  Except  as  otherwise  provided  in 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(p)  Tlje  batch:  average  potency  per 
gram  of  powder  and  average  moisture. 

(b)  Tlie  streptomycin  or  dlhydro- 
streptqmycin  used  in  making  the  batch; 
potency,  toxicity,  moisture,  pH,  strepto¬ 
mycin  contoit  if  it  is  dihydrostreptomy- 
(dn,  and  crsrstallinity  if  it  is  cnrstalllne 
dUiydrostreptomycin  sulfate. 


(iii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  tection, 
such  person  shaU  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  represent¬ 
ative  samples  of  the  following: 

(o)  The  batch:  one  immediate  con¬ 
tainer  for  each  5,000  containers  in  the 
batch,  but  in  no  case  less  than  20  such 
containers,  unless  each  such  container  la 
packaged  to  contain  more  than  1.0  gram, 
in  wM(di  case  the  sample  shall  consist 
of  1.0  gram  for  each  5,000  immediate 
containers  in  the  batch,  but  in  no  case 
less  than  20  grams.  8uch  samples  shall 
be  coUected  by  taking  single  immediate 
containers  or  1.0-gram  portions  at  such 
intervals  throughout  the  entire  time  the 
containers  are  being  fllled  that  the  quan¬ 
tities  packaged  during  the  intervals  are 
approximately  equal. 

(b)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch; 
5  packages  containing  approximately 
equal  portions  of  not  less  them  0.5  gram 
each,  packaged  in  accordance  with  the 
requirements  of  {  444.70a(a)  (2)  of  this 
chapter. 

(c)  In  case  of  an  initial  request  for 
certiflcation,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5.0 
grams. 

(iv)  No  result  referred  to  in  para-' 
graph  (a)  (4)  (ii)  (b)  of  this  section,  and 
no  sample  referred  to  in  paragraph  (a) 
(4)  (iii)  (b)  of  this  section,  is  required  if 
such  result  or  sample  has  been  previously 
submitted. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Streptomycin  content.  Us¬ 
ing  3.0  grams  of  the  sample,  proceed  as 
directed  in  S  444.70a(b)  (1)  of  this  chap¬ 
ter,  except  paragraph  (b)  (1)  (xi)  of  that 
section.  Its  potency  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  of  streptomycin  it 
is  represented  to  contain. 

(ii)  Dihydrostreptomycin  content. 
Proceed  as  directed  in  paragraph  (b)  (1) 
(i)  of  this  section,  using  the  dlhydro- 
streptomycin  working  standard  as  a 
standard  of  comparison.  Its  potmey  is 
satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
of  dihydrostreptomycln  it  is  represented 
to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
S  440.80a(b)  (5)  (i)  of  this  chapter. 

Subpart  B— Implantation  or  Injectable 
Dosage  Forms 

§  544.211  DUiydrostreptomycin  /  strep¬ 
tomycin  implantation  or  injectable 
dosage  forms. 

§  544.211a  Dihydrostreptomycin  /strep¬ 
tomycin  sulfates  aqueous  solution. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Dihydrostreptomycin- 
streptomycin  sulfates  solution  is  an  aque¬ 
ous  solution  of  dihydrostreptomycin- 
streptomycin  sulfates.  8uch  solution  con¬ 
forms  to  all  standards  prescribed  by 
S  544.211b(a)  (1)  for  dihydrostreptomy¬ 
cin-streptomycin  sulfates,  except  the 
limitation  on  moisture  content,  and  ex¬ 
cept  that: 
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(1)  It  may  contain  suitable  and  harm¬ 
less  buffer  substances,  presenrativea,  and 
stabUizlng  agmts.  Bach  other  substance 
used,  if  its  name  is  recognized  in  the 
U.  8.  P.  or  N.  F.,  conforms  to  the  stand¬ 
ards  prescribed  therefor  by  such  official 
compendium. 

(ii)  Its  pH  is  not  less  than  5.0  and  not 
more  than  7.S. 

(2)  Packoffinff.  It  shall  be  packaged 
in  accordance  with  the  requirements  of 
§  444.270b(a)  (2)  of  this  chapter. 

(3)  Labelinff.  It  shall  be  labeled  in 

accordance  with  the  requirements  of 
§  444.70a(a)  (3)  (U)  or  '  (ili)  of  this 

chapter, 

(4)  Bequest  for  certification:  samples. 
In  addition  to  complying  with  the  re¬ 
quirements  of  S  544.211b(a)  (4),  a  person 
who  requests  certification  of  a  batch  shall 
submit  in  connection  with  his  initial  re¬ 
quest  one  package  containing  approxi¬ 
mately  5.0  grams  of  each  other  ingredient 
used  in  making  the  batch. 

(b)  Tests  and  methods  of  assay — 

(1)  Patency.  Proceed  as  directed  in 
§  444.10a(b)  (1)  of  this  chapter.  Its  total 
potency  is  satisfactory  if  it  contains  not 
less  than  90  percent  of  the  combined 
number  of  milligrams  of  dihydrostrepto- 
mycln  and  streptomycin  than  it  is  rep¬ 
resented  to  contain. 

(2)  Content  of  streptomycin  sulfate. 
Proceed  as  directed  in  $  444.10a(b)  (2) 
of  this  chapter,  making  appropriate  di¬ 
lutions  so  that  the  aliquot  used  for  the 
colorimetric  measurement  contains  5.0 
milligrams  of  streptomycin  (estimated) , 
and  modify  the  calculations  in  accord¬ 
ance  with  the  dilutions  made.  Its  con¬ 
tent  of  streptomycin  is  satisfactory  if  it 
contains  not  less  than  40  percent  and 
not  more  than  60  percent  of  the  total 
potency  as  determined  under  paragraph 
(b)(1)  of  this  section.  ^ 

(3)  Sterility,  toxicity,  pyrogens,  hista¬ 
mine.  Proceed  as  directed  in  §  444.70a(b) 

(2) ,  (3),  (4),  and  (5)  of  this  chapter. 

(4)  pH.  Using  the  undiluted  solution, 
proceed  as  directed  in  §  440.80a(b)  (5) 
(li)  of  this  chapter. 

§  544.211b  Dihydrostrcptoinycin  /.strep- 
tomyrin  sulfates. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Dihydrostreptomycln- 
streptomycin  sulfates  is  a  mixture  of 
equal  parts  of  dihydrostreptomycin  sul¬ 
fate  and  streptomycin  sulfate.  It  is  so 
purified  and  dried  that: 

(1)  It  is  sterile. 

(ii)  It  is  nontoxic. 

(iii)  It  is  nonpyrogenic. 

(iv)  It  contains  no  histamine  or  his¬ 
tamine  like  substance. 

(V)  Its  moisture  content  is  not  more 
than  5  percent. 

(vi)  Its  pH  in  an  aqueous  solution  con¬ 
taining  0.1  gram  of  diiiydrostreptomycin 
and  0.1  gram  of  streptomycin  per  milli¬ 
liter  is  not  less  than  4.5  and  not  more 
than  7.0. 

The  dlhydrostreptomycln  sulfate 'used 
conforms  to  the  standards  prescribed  by 
!  444.10a(a)  of  this  chapter,  except  the 
standards  for  streptomycin  content.  The 


streptomycin  sulfate  used  conforms  to 
the  standards  prescribed  by  S  444.70a(a) 

( 1 )  of  this  chapter. 

(2)  Packaging.  It  shall  be  packaged 
in  accordance  with  the  requirements 
prescribed  by  S  510.45,  except  that  in 
case  it  is  packaged  for  dispensing  each 
immediate  container  shall  contain  not 
less  than  0.5  gram  of  dlhydrostreptomy- 
cin  and  0.5  gram  of  str^tomycln  or 
multiples  of  each  such  salt  up  to  and 
including  5.0  grams  of  dihydrostrepto- 
mycln  and  5.0  grams  of  streptomycin. 

(3)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  §  444.70(a)  (3)  (ii)  or  (iii) 
of  this  chapter,  except  that  each  package 
shall  bear  on  the  outside  wrapper  or  con¬ 
tainer  the  number  of  grams  of  dihydro¬ 
streptomycin,  the  number  of  grams  of 
streptomycin,  and  the  total  number  of 
grams  of  both  salts  in  the  immediate 
container. 

(4)  Request  for  certification:  samples. 
(i)  In  addition  to  complying  with  the  re¬ 
quirements  of  §  514.50  of  this  chapter, 
a  person  who  requests  certification  of 
a  batch  shall  submit  with  his  request 
a  statement  showing  the  batch  mark, 
the  number  of  packages  of  each  size 
In  such  batch,  the  batch  marks,  and 
(unless  they  were  previously  submitted) , 
the  dates  on  which  the  latest  assays 
of  the  dihydrostreptomycin  and  strep¬ 
tomycin  used  in  making  the  batch  were 
completed,  the  content  of  dihydro- 
streptomycli)  and  streptomycin  in  each 
container,  and  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed.  If  such  batch  or 
any  part  thereof  is  to  be  packaged  with 
a  solvent,  such  request  shall  also  be  ac¬ 
companied  by  a  statement  that  such  sol¬ 
vent  conforms  to  the  requirements  de¬ 
scribed  therefor  by  this  section. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (v)  of  this  section,  such 
person  shall  submit  in  connection  with 
his  request  results  of  the  tests  and  assays 
listed  after  each  of  the  following  made 
by  him  on  an  accurately  representative 
sample  of: 

(a)  The  batch;  content  of  dihydro¬ 
streptomycin  and  streptomycin,  sterility, 
toxicity,  pyrogens,  histamine  content, 
moisture,  and  pH. 

(b)  The  dihydrostreptomycin  and 
streptomycin  used  in  making  the  batch; 
potency,  and  if  crystalline  dihydro¬ 
streptomycin  is  used,  crystallinity. 

(ill)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (v)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  foUowlng: 

(a)  The  batch: 

(1)  For  all  tests  except  sterility:  One 
immediate  container  for  each  5,000  im¬ 
mediate  containers  in  the  batch,  but  in 
no  case  less  than  six  immediate  con¬ 
tainers. 

Such  samples  shall  be  collected  by  tak¬ 
ing  single  immediate  containers  at  such 
intervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  ap- 
proximatdy  equal. 


(2)  For  sterility  testing:  20  Immediate 
containers  collected  at  regular  intervals 
throughout  each  filling  operation. 

(b)  The  dlhydrostreptomycln  used  in 
making  the  batch;  3  packages,  each  cem- 
taining  approximately  equal  portions  of 
not  less  than  0.5  gram,  packaged  in  ac¬ 
cordance  with  the  requirements  of  - 
S  444.70a(a)  (2)  of  this  chapter. 

(c)  The  streptomycin  used  in  mak¬ 
ing  the  batdb;  three  packages  containing 
approximately  0.5  gram  packaged  in 
accordance  with  the  requirements  of 
S  444.70a(a)  (2)  of  this  chapter. 

(iv)  If  such  batch  is  packaged  for  re¬ 
packing,  such  person  shall  submit  with 
his  request  a  sample  consisting  of  the 
following: 

(a)  For  all  tests  except  sterility:  6 
padcages. 

(b)  For  sterility  testing:  20  packages. 

Each  such  package  shall  contain  not  less 
than  0.5  gram  of  dihydrostreptomycin 
and  0.5  gram  of  streptomycin  taken  from 
different  parts  of  such  l^tch,  and  each 
shall  be  packaged  in  accordance  with  the 
requirements  for  veterinary  use  of 
§  444.70a(a)  (2)  of  this  chapter. 

(V)  No  result  referred  to  in  paragraph 

(a)  (4)  (ii)  of  this  section,  and  no  sample 
referred  to  in  paragraph  (a)  (4)  (iii)  (b) 
and  (c)  of  this  section,  is  I'equlred  if  such 
result  or  sample  has  been  previously 
submitted. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  direct^  in  §  444.- 
10a(b)(l)  of  this  chapter.  Its  total 
potency  is  satisfactory  if  it  contains  not 
less  than  90  percent  of  the  combined 
mxmber  of  milligrams  of  dlhydrostrepto¬ 
mycln  and  streptomycin  that  it  is  rep¬ 
resented  to  contain. 

(2)  Content  of  streptomycin  sulfate. 
Proceed  as  directed  in  §  444.10a(b)  (2) 
of  this  chapter,  making  appropriate 
dilution  so  that  the  aliquot  used  for  the 
colorimetric  measurement  contains  5.0 
milligrams  of  streptomycin  (estimated) 
and  modify  the  calculations  in  accord¬ 
ance  with  the  dilutions  made.  Its  con¬ 
tent  of  streptomycin  is  satisfactory  if  it 
contains  not  less  than  45  percent  and 
not  more  than  55  percent  of  the  total 
potency  as  determined  under  paragraph 

(b) (1)  of  this  section. 

(3)  Sterility,  toxicity,  pyrogens,  his¬ 
tamine.  moisture,  pH.  Using  the  total 
potency  of  the  sample  for  preparing  di¬ 
lutions  and  weighings,  proceed  as  di¬ 
rected  in  §  444.70a(b)  (2) ,  (3).  (4),  (5), 
and  (6)  of  this  chapter. 

§  544.274  Strrptoniycin  sulfate  /  dihy- 
ilrostreptomycin  sulfate  /  crystalline 
dihydrostreptomycin  sulfate  inject¬ 
able.- 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Streptomycin  sulfate 
injection  is  an  aqueous  solution  of  strep- 
-  tomycin  sulfate.  Dihydrostreptomycin 
sulfate  injection  is  an  aqueous  solution 
of,  dihydrostreptomycin  sulfate  or  crys¬ 
talline  dihydrostreptomycin  sulfate.  Such 
solution  conforms  to  all  standards  pre¬ 
scribed  by  9  444.70a(a)  of  this  chapter 
for  streptomycin  sulfate  or  9  444.10a(a). 
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of  this  chapter  for  dihydrostreptomycin 
sulfate  or  cnrstalline  dihydrostreptomy¬ 
cin  sulfate,  except: 

(1)  The  limitation  on  moisture  con¬ 
tent  does  not  apply. 

(ii)  The  histamine  test  may  be  omitted 
,if  it  has  been  performed  on  streptomycin 
'sulfate,  dihydrostreptomycin  sulfate,  or 
crsrstalline  dihydrostreptomycin  sulfate 
us^  in  preparing  the  solution. 

(iii)  It  contains  one  or  more  suitable 
and  harmless  preservatives. 

(iv)  Its  pH  is  not  less  than  5.0  and  not 
more  than  8.0. 

(V)  It  may  contain  one  or  more  suit¬ 
able  and  hannless  buffer  substances  and 
stabilizing  agents. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  UH.P..  shall  be 
sterile  at  the  time  of  filling  and  closing, 
shall  be  so  sealed  that  the  contents  can¬ 
not  be  used  without  destroying  the  seal, 
and  shall  be  of  such  composition  as  will 
not  cause  any  change  in  the  strength, 
quality,  or  purity  of  the  contents  beyond 
any  limit  therefor  in  applicable  stwd- 
ards,  except  that  minor  changes  so 
caus^  which  are  normal  and  unavoid¬ 
able  in  good  packaging,  storage,  and  dis¬ 
tribution  practice  shall  be  disregarded. 

(3)  Labeling — (i)  It  shall  be  labeled 
in  accordance  with  the  requirements  pre¬ 
scribed  by  S  201.105  of  this  chapter  and 
each  package  shall  include  information 
containing  directions  and  warnings  ade¬ 
quate  for  the  veterinary  use  of  the  drug 
by  the  laity  in  lieu  of  the  statement 
“Caution:  FMeral  law  restricts  this  drug 
to  use  by  or  on  the  order  of  a  licensed  vet¬ 
erinarian”  (as  provided  in  S  201.105(b) 
(1)  of  this  chapter)  unless  such  state¬ 
ment  is  requir^  by  regulations  issued 
under  section  512(i)  of  the  act. 

(ii)  Its  labeling  shall  bear  any  addi¬ 
tional  information  required  for  the  drug 
by  specific  regulations. 

(iii)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container,  the 

statement  “Expiration  date _ 

— ”,  the  blank  being  filled  in  with  the 
date  that  is  12  months  after  the  month 
during  which  the  batch  was  certified  ex¬ 
cept  that  the  blank  may  be  filled  in  with 
the  date  that  is  18  months,  24  months,  36 
months,  48  months,  or  60  months  after 
the  rncmth  during  which  the  batch  was 
certified  if  the  person  who  requests  cer- 
tificaticm  has  submitted  to  the  Commis¬ 
sioner  results  of  tests  and  assays  showing 
that  after  having  been  stored  for  such 
period  such  drug  as  prepared  by  him 
complies  with  the  standards  prescribed 
by  paragraph  (a)  (1)  of  this  section. 

(iv)  On  the  outside  wrapper  or  con¬ 
tainer  the  statement  “Store  in  refrig¬ 
erator  not  above,  15*  C.  (59*  P.)”  or 
“Store  below  15*  C.  (59*  P.)”  unless  the 
person  requests  certlflcation  has 
sulHnitted  to  the  Commissioner  results  of 
tests  and  assasrs  showing  that  such  drug 
as  prepared  hy  him  complies  with  the 
standards  prescribed  by  paragraph  (a) 
(1)  of  this  section  after  having  bera 
sUwed  at  room  temperature. 

(V)  The  statem«it  “Warning — ^The 
use  of  this  drug  must  be  discon¬ 


tinued  for  30  days  before  treated  animals 
are  slaughtered  for  food”.  If  the  drug  is 
intended  for  use  in  animals  producing 
milk  for  hiunan  consumption,  the  label¬ 
ing  shall  also  bear  the  statement  “Milk 
that  has  been  taken  from  animals  dur¬ 
ing  treatment  and  for  _  hours 

( _ milkings)  after  the  latest  treat¬ 

ment  must  not  be  used  for  food”,  the 
blanks  being  filled  with  the  figures  96 
and  8  respectively,  unless  the  sponsor  of 
the  drug  has  submitted  the  results  of 
tests  and  assays  demonstrating  that  resi¬ 
dues  of  the  drug  in  milk  from  treated 
animals  persist  for  a  shorter  period  of 
time  and  the  shorter  period  is  authorized 
by  the  Commissioner. 

(4)  Request  for  certification,  check 
tests  and  assays:  samples,  (i)  In  addi¬ 
tion  to  complying  with  the  requirements 
of  §  514.50  of  this  chapter,  a  person  who 
requests  certification  of  a  batch  shall 
submit  with  his  request  a  statement 
showing  the  batch  mark,  the  number  of 
packages  of  each  size  in  the  batch,  the 
number  of  milligrrams  or  grams  dissolved 
in  each  of  such  packages,  the  date  on 
which  the  latest  assay  of  the  drug  com¬ 
prising  such  batch  was  completed,  and 
if  it  is  crystalline  dihydrostreptomycin 
sulfate  inJecticMi,  the  batch  mark  and 
(unless  it  was  previously  submitted)  the 
date  on  which  the  latest  assay  of  the 
crystalline  dihydrostreptomycin  sulfate 
used  in  making  such  batch  was  com¬ 
pleted. 

(ii)  Except  as  otherwise  provided  b3) 
paragraph  (a)  (4^  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of : 

(a)  The  batch;  potency,  sterility,  tox¬ 
icity.  pyrogens,  histamine  content  (ex¬ 
cept  that  the  result  of  this  test  r>erformed 
on  the  streptomycin  sulfate,  dihydro- 
streptomycin  sulfate,  or  crystalline  dihy¬ 
drostreptomycin  sulfate  used  in  making 
the  batch  may  be  submitted  instead) ,  pH, 
and  streptomycin  content,  if  it  is  dihy- 
drostreptomycin  sulfate  or  crystalline 
dihydrostreptomycin  sulfate. 

(b)  The  streptomycin  sulfate  or  dihy¬ 
drostreptomycin  sulfate  used  in  making 
the  batch;  potency  on  dry  basis  and 
crystallinity  if  it  is  crystalline  dihydro¬ 
streptomycin  sulfate. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section  such 
person  shall  submit  in  connection  with 
his  request,  in  the  quantities  hereinafter 
indicated,  accurately  representative 
samples  of  the  following: 

(a)  The  batch,  if  packaged  for  dis¬ 
pensing: 

(1)  For  all  tests  except  sterility:  One 
immediate  container  for  each  5,000  im¬ 
mediate  containers  in  such  batch;  but 
in  no  case  less  than  five  immediate  con¬ 
tainers. 

Such  samples  shall  be  collected  by  taking 
single  immediate  containers  at  such  in¬ 
tervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  ap¬ 
proximately  equal. 


(2)  For  sterility  testing:  20  inundate 
containers  collected  at  regular  intervals 
throughout  each  filling  operation. 

(b)  The  batch,  if  packaged  for  use  in 
the  manufacture  of  another  drug: 

(1)  For  all  tests  except  sterility:  Five 
packages. 

(2)  For  sterility  testing:  20  packages. 

Each  such  package  shall  contain  approx¬ 
imately  2  milliliters,  taken  from  a  differ¬ 
ent  part  of  such  bateh,  and  each  shall  be 
packaged  in  accordance  with  the  require¬ 
ments  of  paragraph  (a)  (2)  of  this  sec¬ 
tion. 

(c)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch; 
one  immediate  container,  imless  it  is 
crystalline  dihydrostreptomycin,  in 
which  case  the  sample  ^all  consist  of 
three  immediate  containers.  Each  im¬ 
mediate  container  shall  contain  approxi¬ 
mately  0.5  gram  or  the  dried  dnig.  If 
the  streptomycin  or  dlhydrostreptomy- 
cin  used  in  making  the  batch  is  a  solu¬ 
tion  of  the  drug,  the  person  who  requests 
certification  shall  dry  a  sufficient  quan¬ 
tity  of  such  solution  for  potency  toting 
on  the  dry  basis. 

(d)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch;  one  package  of 
each  containing  approximately  5  grams. 

(iv)  No  result  referred  to  in  paragraph 
(a)  (4)  (ii)  (b)  of  this  section,  and  no 
sample  referred  to  in  paragraph  (a)  (4) 
(iii)  (c)  of  this  section  is  required  if  such 
result  or  sample  has  been  previously  sub¬ 
mitted. 

(V)  In  connection  with  contemplated 
requests  for  certification  of  repackaged 
batches  or  batches  of  another  drug  in 
the  manufacture  of  which  it  is  to  be 
used,  the  manufacturer  of  the  batch 
which  is  to  be  so  repacked  or  used  may 
request  the  Commissioner  to  make  check 
tests  and  assays  on  a  sample  of  such 
batch,  taken  as  prescribed  by  paragraph 
(a)  (4)  (iii)  (b)  of  this  section.  From  the 
information  required  by  paragraph  (a) 
(4)  (ii)  (a)  of  this  section  may  be  omitted 
results  of  tests  and  assays  not  required 
for  the  batch  when  used  in  such  other 
drug.  The  Commissioner  shall  report  to 
such  manufacturer  results  of  such 
check  tests  and  assays  as  are  so  re¬ 
quested. 

(b)  Tests  and  methods  of  assay — (1) 
If  it  is  streptomycin  sulfate  injection, 
proceed  as  directed  in  S  444.70a  (b)  of 
this  chapter. 

(2)  If  i^is  dihydrostreptomycin  sul¬ 
fate  injection  or  crystalline  dlhydro- 
streptomycin  sulfate  injection,  proceed 
as  directed  in  §  444.10a(b)  of  this  chap¬ 
ter.  except  that  the  histamine  test  may 
be  omitted  if  it  is  performed  on  the  dihy¬ 
drostreptomycin  sulfate  or  crystalline  di¬ 
hydrostreptomycin  sulfate  used  in  pre¬ 
paring  the  injection,  and  except  that  in 
lieu  of  the  directions  in  {  444.10a(b)  (2) 
of  this  chapter  determine  the  strepto¬ 
mycin  content  as  follows : 

(i)  Preparation  of  standard.  Prepare 
a  standard  aqueous  solution  of  the  Food 
and  Drug  Administration  streptomycin 
working  standard  containing  0.25  milli¬ 
gram  of  streptomycin  base  per  milliliter. 
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Transfer  1.0,  1.5,  and  2.0  milliliter  ali¬ 
quots  to  test  tubes  (approximately  16 
millimeters  X  ISO  millimeters.  Add  1.0, 
0.5,  and  0  milliliter  of  distilled  water  to 
give  a  2.0-mllllliter  volume. 

(11)  Preparation  of  sample.  Dilute  1.0 
milliliter  of  the  dlhydrostreptomycln 
sulfate  solution  to  be  tested  (containing 
250  to  500  milligrams  of  dihydrostrepto¬ 
mycin)  to  25.0  milliliters  in  a  volumetric 
flask.  Transfer  2.0  milliliters  to  a  test 
tube. 

(ill)  Blank.  Use  2.0  milliliters  of  dis¬ 
tilled  water. 

(Iv)  Procedure.  To  each  tube  contain¬ 
ing  2.0  milliliters,  add,  in  turn,  8.0  milli¬ 
liters  of  O.llV  NaOH  (freshly  prepared 
from  IN  NaOH),  mix  thoroug^ily,  and 
immediately  determhie  the  optical  den¬ 
sity  at  325  niM  in  a  suitable  spectropho¬ 
tometer.  Set  the  spectrophotometer  at 
lOO-percent  light  transmission  for  the 
blank  similarly  treated.  Return  the  solu¬ 
tion  to  the  test  tube,  heat  in  a  boiling 
water  bath  for  10  minutes,  cool  in  an 
ice  bath  for  3  minutes,  and  allow  to  come 
to  room  temperatm^.  Determine  the 
optical  density  at  325  m^.  The  difference 
in  reading  before  and  after  heating  is 
the  optical  density  of  the  aliquot.  Pre¬ 
pare  a  standard  curve.  The  concentra¬ 
tion  of  streptomycin  in  the  sample  solu¬ 
tion  obtained  directly  from  the  standard 
curve  times  1,250,  divided  by  the  number 
of  milligrams  of  dlhydrostreptomycln  in 
the  original  dihydrostreptomycin  solu¬ 
tion,  equals  the  percent  of  streptomycin. 

Subpart  C — Ophthalmic  and  Topical 
Dosage  Forms 

§  544.370  Streptomycin  ophthalmic  and 
topical  doaage  forms. 

§  544.370a  Streptomycin  for  topical  use. 

(a)  Requirements  for  certification — 

( 1 )  The  requirements  for  certification  for 
streptomycin  for  topical  use;  strepto¬ 
mycin  with - (the  blank  be¬ 

ing  filled  in  with  the  name  of  the  vehicle 
if  a  package  combination)  for  topical  use 
are  described  under  S  444.570b  of  this 
chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  it  is  intended  solely  for  veteri¬ 
nary  use,  its  label  and  labeling  shall 
comply  with  all  the  requirements  pre¬ 
scribed  by  S  444.570b (a)  (3)  of  this  chap¬ 
ter,  except  that  in  lieu  of  the  statanent 
“Caution :  Federal  law  prohibits  dispens¬ 
ing  without  prescription”,  each  package 
shall  include  information  containing  di¬ 
rections  and  warnings  adequate  for  the 
veterinary  use  of  the  drug  by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  strepto¬ 
mycin  for  topical  use  are  described  under 
§  444.570b  of  this  chapter. 

§  544.370b  Streptomycin  -  erythromycin 
ointment. 

(a)  Requirements  for  certification — 
( 1 )  Standards  of  identity,  strength, 
quality,  and  purity.  Stn^tomydn- 
er3rthrom]mln  ointment  is  streptomycin 
and  erythromycin  in  a  suitable  and 
harmless  ointment  base,  with  or  with¬ 
out  one  or  more  suitable  sulfonamides 
and  with  or  without  suitable  and  harm¬ 
less  dispersing  and  suspending  agents. 
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Its  moisture  content  is  not  more  than  1.0 
percent.  It  contains  per  gram  not  less 
than  3  milligrams  of  streptomycin  and 
not  less  than  5  milligrams  of  erythnxny- 
cln.  The  streptomycin  used  (xmforms  to 
the  requirements  of  i  444.70a(a)  (1)  of 
this  chapter,  except  paragraph  (a)(1) 
(ii),  (ill),  (iv),  and  (v)  of  that  section.. 
The  erythromycin  used  is  produced 
by  the  growth  of  Streptomyces  eryth- 
reus,  has  a  potency  of  not  less  than  850 
micrograms  per  milligram  (on  the  an¬ 
hydrous  basis),  has  a  moisture  content 
of  not  more  than  10  percent,  its  pH  in 
a  saturated  aqueous  solutlmi  is  not  less 
than  8  and  not  more  than  10.5,  and  It 
gives  a  characteristic  color  test  with 
acetone  and  hydrochloric  acid.  Each 
other  substance  used.  If  its  name  is  rec¬ 
ognized  In  the  UHP.  or  NP.,  cmiforms 
to  the  standards  prescribed  therefor  by 
such  ofSdal  ocxnpendliun. 

(2)  Packaging.  Streptomycin -eryth¬ 
romycin  ointment  shall  be  packaged 
in  collapslUe  tubes  which  shall  be  well- 
closed  containers  as  defined  by  the 
UJ3P.  Hie  composition  of  the  Imme¬ 
diate  container  shall  be  such  as  will  not 
cause  any  change  In  the  strength,  qual¬ 
ity,  or  purity  of  the  contents  beyond  any 
limit  therefor  In  c^ipUcable  standards, 
except  that  minor  changes  so  caused 
that  are  normal  and  unavoidable  in  good 
packaging,  storage,  and  distribution 
practice  shall  be  disregarded. 

(3)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(a)  The  batch  mark. 

(b)  The  niunber  of  milligrams  of 
streptomycin  and  the  number  of  milli¬ 
grams  of  erythromycin  In  each  gram  or 
milliliter  of  the  batch. 

(c)  If  it  contains  one  or  more  sul¬ 
fonamides,  the  name  and  qtiantlty  of 
ea()h  such  Ingredient  in  each  gram  or 
milliliter  of  the  batch. 

(d)  Hie  statement  “For  veterinary 
use  only”. 

(e)  The  statement  “Expiration  date 

. the  blank  being  filled  in  with 

the  date  that  is  12  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified  except  that  the  blank  may  be  filled 
In  with  the  date  which  is  18  mnntiM,  34 
months,  or  36  months  after  the  month 
during  which  the  bahdi  was  certified 
If  the  person  vdio  requests  certification 
has  submitted  to  the  Commissioner  re¬ 
sults  tests  and  assay  showing  that 
after  having  been  stored  for  such  period 
of  time,  such  drug  as  prepared  by 
complies  with  the  standards  prescribed 
by  paragraph  (a)  (1)  of  this  section:  Pro¬ 
vided,  however.  That  such  exi^tian 
date  may  be  omitted  from  the  itnmA<n*tw 
container  If  It  contains  a  single  dose 
and  It  Is  packaged  in  an  Individual  wrap¬ 
per  or  container. 

(ii)  On  the  label  and  labeling,  if  it 
ccmtains  one  or  more  sulfonamides,  after 
the  name  “streptomycin-erythromycin 
ointment”,  wherever  it  appears,  the 
words  “with  sulfonamide  (s)”.  in  Jux¬ 
taposition  with  such  name. 

(ill)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade- 
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quate  directions  and  warnings  for  the 
veterixuuy  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  brochiu«  or  other 
printed  matter  containing  Information 
for  other  veterinary  uses  of  such  drug  by 
a  veterinarian  licensed  by  law  to  admin¬ 
ister  it  will  be  sent  to  such  veterinarian 
on  request. 

(4)  Requests  for  certification;  sam¬ 
ples.  (1)  In  addition  to  coinplying  with 
the  requirements  of  S  514.50  of  this  chap¬ 
ter.  a  person  who  requests  certification 
of  a  batch  shall  submit  with  his  request 
a  statement  showing  the  batch  mark  and 
(unless  they  were  previously  submitted) 
the  dates  on  which  the  latest  assays  of 
the  streptomycin  and  erythromycin  used 
In  making  such  batch  were  completed, 
the  quantity  of  each  Ingredient  lued  In 
making  the  batch,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  and  a  statement 
that  each  ingredient  used  in  making  the 
batch  conforms  to  the  requirements  pre¬ 
scribed  therefor  by  this  section. 

(11)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  In  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  represent¬ 
ative  sample  of : 

(a)  The  batch:  Potency  and  moisture. 

(b)  The  streptomycin  and  erythromy¬ 
cin  used  In  making  the  batch:  Potency, 
pH.  moisture,  and  color-identity  test,  if 
It  is  enrthromycln. 

(ill)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  Indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(a)  The  batch:  1  immediate  container 
for  each  5,000  immediate  containers  In 
the  batch,  but  In  no  case  less  than  6 
immediate  containers,  collected  by  tak¬ 
ing  single  immediate  containers  at  such 
Intervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  Intervals  are  ap> 
proxlmaMy  equal. 

(b)  The  streptomycin  used  in  making 
the  batch:  6  packages  containing  up- 
proxlmately  equal  portions  of  not  less 
than  0.5  gram  each,  packaged  In  accord¬ 
ance  with  the  requirements  of  5  444.70a 
(a)  (2)  of  this  chapter. 

(c)  The  erythromycin  used  in  mak¬ 
ing  the  batch:  5  pacl^es,  each  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  OJl  gram. 

(d)  In  case  of  an  initial  request  for 
certlficatian,  the  Ingredients  used  in 
mftHng  the  ointment  base  of  the  batch: 
1  package  of  eat^  ctmtalnlng  approxi¬ 
mately  200  grams,  except  for  the  sus¬ 
pending  or  dispersing  agents  and  sul¬ 
fonamides  used.  In  whidi  case  the  sam¬ 
ple  shall  consist  of  iu>proximately  5 
grams. 

(iv)  No  result  referred  to  in  paragraph 
(a)  (4)  (11)  (b)  of  this  section,  and  no 
samples  referred  to  in  paragraph  (a)  (4) 
(ill)  (b)  and  (c)  of  this  section,  is  re¬ 
quired  if  such  result  or  samples  have 
been  previously  submitted. 
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(b)  Tests  and  methods  of  assay — (1) 
Ointment — (i)  Potency — (a)  Strepto¬ 
mycin  content.  Proceed  as  directed  in 
§  444.70a(b)  (1)  (i)  through  (ix)  of  this 
chapter,  except  prepare  the  sample 
as  follows :  Place  a  representative 
quantity  of  the  ointment  (usually  an  en¬ 
tire  container)  in  a  blending  jar  con¬ 
taining  approximately  225  milliliters  of 
chloroform.  Using  a  high-speed  blender, 
blend  the  mixture  for  3  minutes.  Trans¬ 
fer  the  blended  material  to  a  large 
Buchner  funnel  (at  least  10  centimeters 
in  diameter)  fitted  with  a  highly  reten¬ 
tive  filter  paper  and  attached  to  a 
vacuum  line.  Apply  vacuum  long 
enough  to  insure  removal  cf  chloroform 
from  the  filter  cake.  Place  the  filter 
cake  and  the  paper  in  a  blending  Jar 
containing  250  milliliters  of  0.1  M  phos¬ 
phate  bufi'er,  pH  8.0,  and  blend  for  10 
minutes.  Filter  the  blended  material 
through  a  fast,  porous,  filter  paper. 
Dilute  the  filtrate  to  obtain  a  solution  for 
assay  containing  1.0  microgram  per 
milliliter.  Its  content  of  streptomycin  is 
satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
per '  gram  that  it  is  represented  to 
contain. 

(b)  Erythromycin  content — (1)  cyl¬ 
inders  (cups).  Use  cylinders  described 
imder  §  440'.80a(b)  (1)  (i)  of  this  chapter. 

(2)  Culture  media.  Prepare  the  cul¬ 
ture  media  for  the  base  and  seed  layers 
and  for  carrying  the  test  organism  as 
directed  in  §  440.80a(b)  (1)  (ii)  (a)  of  this 
chapter,  except  for  the  base  and  seed 
layers  adjust  the  media  to  pH  8.0  after 
sterilization.  Make  the  nutrient  broth  for 
preparing  an  inoculum  of  the  test  or¬ 
ganism  as  directed  in  §  440.80a(b(l)  (ii) 
(c)  of  this  chapter. 

(3)  Working  standard.  Keep  the 
working  standard  (obtained  from  the 
UHP.  Reference  Standards  Committee, 
46  Park  Avenue,  New  York  16,  N.Y.)  at 
refrigeration  in  tightly  stoppered  vials, 
which  in  turn  are  kept  in  larger  stop¬ 
pered  vials  containing  a  suitable  desic¬ 
cant.  Dry  30  milligrams  to  50  milligrams 
of  the  standard  as  described  in  §  440.80a 
(b)  (5)  (i)  of  this  chapter.  Dissolve  the 
weight  of  dry  working  standard  in  suf¬ 
ficient  methyl  alcohol  to  give  a  concen¬ 
tration  of  10,000  micrograms  per  milli¬ 
liter.  Further  dilute  with  0.1  M  potassiiun 
phosphate  buffer,  pH  7.8  to  8.0,  to  give  a 
stock  solution  of  1,000  micrograms  per 
milliliter.  This  stock  solution  may  be 
kept  under  refrigeration  for  1  week. 

(4)  Standard  curve.  Using  the  work¬ 
ing-standard  stock  solution,  prepare  a 
standard  curve  as  directed  in  §  444.70a 
(bXlXiv)  of  this  chapter. 

(5)  Preparation  of  spore  suspension. 
TTie  test  organism  is  Sarcina  lutea 
ATCC  9341.*  Maintain  the  test  orga¬ 
nism  on  slants  of  nutrient  agar  de¬ 
scribed  in  paragraph  (b)  (1)  (i)  (b)  (2)  of 
this  section  and  transfer  to  a  fresh  agar 
slant  once  a  week.  Prepare  a  suspension 
of  the  test  organism  as  follows:  Streak 
an  agar  slant  heavily  with  the  test  or- 


^  Available  from:  American  Type  Culture 
Collection,  12301  Parklawn  Dr.,  Rockville, 
MD  20862. 
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ganism.  Wash  the  growth  off  hi  about 
3  milliliters  of  nutrient  broth  described 
in  paragraph  (b)  (1)  (i)  (b)  (2)  of  this 
section.  Use  the  suspension  so  ob¬ 
tained  to  inoculate  the  surface  of  a 
Roux  bottle  containing  300  milliliters 
of  the  nutrient  agar.  Spread  the  sus¬ 
pension  over  the  entire  surface  with  the 
ai(l  of  sterile  glass  beads.  Incubate  for 
24  hours  at  26*  C.  Wash  the  growth 
from  the  s^r  surface  with  20  milliliters 
of  nutrient’  broth  described  in  paragraph 
(b)  (1)  (i)  (b)  (2)  of  this  section.  If  an 
aliquot  of  this  bulk  suspension,  when 
diluted  with  nutrient  broth  1:10,  gives 
a  10-percent  light  transmission  in  a  suit¬ 
able  photoelectric  colorimeter  equipped 
with  a  filter  having  a  wave  length 
of  6,500  Angstrom  units,  it  is  satis¬ 
factory  for  use.  It  may  be  necessary 
to  adjust  the  bulk  suspension  by  di¬ 
lution,  so  that  an  aliquot  of  the  ad¬ 
justed  suspension  diluted  1:10  gives 
10-percent  light  transmission.  (The 
adjusted  bulk  suspension  only,  and 
not  the  1 : 10  dilution  of  It,  Is  used  in  pre¬ 
paring  the  seed  layer.)  The  bulk  sus¬ 
pension  may  be  used  in  the  test  for  2 
weeks.  Add  0.3  milliliter  of  the  adjusted 
bulk  suspension  to  100  milliliters  of  agar 
described  in  paragraph  (b)  (1)  (i)  (b)  (2) 
of  this  section,  which  has  been  melted 
and  cooled  to  48“’  C. 

(6)  Preparation  of  plates.  Add  21  mil¬ 
liliters  of  the  agar  prepared  in  para¬ 
graph  (b)  (1)  (i)  (b)  (2)  of  this  section  to 
each  Petri  dish  (20  mm.  x  100  mm.) .  Dis¬ 
tribute  the  agar  evenly  in  the  plates  and 
allow  it  to  harden.  Use  the  plates  the 
same  day  they  are  prepared.  Add  4.0 
milliliters  of  the  inoculum  prepared 
under  paragraph  (b)(1)  (i)  (b)  (5)  of  this 
section  to  each  plate,  tilting  the  plates 
back  and  forth  to  spread  the  inoculated 
agar  evenly  over  the  surface. 

(7)  Assay.  Place  a  representative 
quantity  of  the  ointment  (usually  an  en¬ 
tire  container)  In  a  blending  jar  and  add 
sufficient  methyl  alcohol  to  give  a  volume 
of  approximately  100  milliliters.  Using 
a  high-speefl  blender,  blend  the  mixture 
for  2  to  3  minutes.  Add  400  milliliters  of 
0.1  M  potassium  phosphate  buffer.  pH 
8.0,  and  blend  for  2  to  3  minutes.  Di¬ 
lute  the  mixture  to  1.0  microgram  per 
milliliter  (estimated)  using  0.1  M  poias- 
siiim  phosphate  buffer.  pH  8.0,  and  pro¬ 
ceed  as  directed  in  §  444.70a(b)  (1)  (viitt 
and  (ix)  of  this  chapter,  except  that 
the  incubation  temperature  is  32*  C.  to 
35*  C.  The  sample  may  also  be  prepared 
by  placing  a  representative  quantity  of 
the  ointment  in  a  1,000  milliliter  vol¬ 
umetric  flask.  Add  50  milliliters  of  ethyl 
ether  and  shake  until  dissolved.  Add  ap¬ 
proximately  200  milliliters  of  methyl 
alcohol  and  bring  to  the  1,000  milliliter 
mark  using  distilled  water.  Dilute  the 
mixture  to  1.0  microgram  per  milliliter 
(estimated),  using  0.1  JIf  potassium  phos¬ 
phate  buffer,  qH  8.0,  and  proceed  as  di¬ 
rected  in  S  444.70a(b)  (1)  (vlil)  and  (ix) 
of  this  chapter,  except  that  the  incuba¬ 
tion  temperature  is  32*  C.  to  35*  C.  Its 
content  of  erythromycin  is  satisfactory 
if  it  contains  not  less  than  85  percent  of 
the  number  of  milligrams  per  gram  that 
it  is  represented  to  contain. 


(ii)  Moisture.  Proceed  as  directed  in 
§  436.500(c)  of  this  chapter. 

(2)  Erythromycin  used  in  making  the 
ointment — (i)  Moisture.  Proceed  as  di¬ 
rected  in  9  440.74a(b)  (5)  of  this  chapter. 
Use  the  value  obtained  to  calculate  the 
weighed  samples  used  in  this  paragraph. 

(ii)  Potency.  Proceed  as  directed  in 
paragr^h  (b)(1)  (i)(b)  of  this  section, 
except  in  the  preparation  of  the  solution 
of  the  sample- dl^lve  40  milligrams  (as 
the  anhydrous  compound)  in  a  small 
amoxmt  of  methyl  alcohol  and  then  fur¬ 
ther  dilute  in  0.10  M  potassium  phos¬ 
phate  buffer,  pH  8.0,  to  make  a  solution 
containing  1.0  micuogram  per  milliliter 
(estimated). 

(iii)  Toxicity.  Proceed  as  directed  in 
§  436.33  of  this  chapter. 

(iv)  pH.  Using  a  saturated  aqueous 
solution  (100  miUigrams  per  milliliter), 
proceed  as  directed  in  §  440.80a(b)  (5) 
(ii)  of  this  chapter. 

(v)  Color-identity  test.  Dissolve  about 
3  milligrams  of  the  sample  in  2  milli¬ 
liters  of  acetone  and  add  an  equal 
volume  of  concentrated  hydrochloric 
acid.  A  rapicl  (K)lor  development  takes 
place  beginning  with  orange,  changing 
to  red,  and  finsdly  resulting  in  a  deep 
purple.  Shake  with  2  milliliters  of  chlo¬ 
roform.  A  portion  of  the  purple  color 
extracts  into  the  chloroform  layer. 

§  544.373  Slreplomycin/dihydroslrepto- 
mycin  ophtlialinic  and  topical  dosage 
forms. 

§  544..373a  Slrcploniycin/diliydroslrop- 
lomyciii  ointment. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification  for 
streptomycin  ointment  and  dlhydro- 
streptomycin  ointment  are  described 
under  §  444.570a(a)  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  it  is  intended  solely  for  veteri¬ 
nary  use,  its  label  and  labeling  shall  com¬ 
ply  with  the  requirements  prescribed  by 
§  444.570a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  streptomy¬ 
cin  ointment  and  dihydrostreptomycin 
ointment  are  described  under  9  444.570a 
(b)  of  this  chapter. 

§  544.373b  Streptomycin  /  d  i  li  y  d  r  o- 
streptomycin  -  polymyxin  •  neomycin 
ointment. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Streptomycin-poly¬ 
myxin-neomycin  ointment  and  dlhydro- 
streptomycln-poljrmyxln-neomycln  oint¬ 
ment  are  streptomycin  or  dlhydrostrep- 
tomycln,  polymyxin,  and  neomycin  In  a 
suitable  and  harmless  ointment  base, 
with  or  without  one  or  more  suitable  sul¬ 
fonamides,  and  with  or  without  suitable 
and  harmless  dispersing  and  suspending 
agents.  Their  moisture  content  Is  not 
more  than  1  percent.  Their  potency  Is 
such  that  when  used  as  directed  in  their 
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labeling  each  doee  shall  contain  not  less 
than  250  milligrams  of  streptomycin  or 
dlhydrostreptomycln,  100.000  units  of 
polymyxin  B.  and  150  milligrams  of 
neomycin.  The  streptomycin  used  con¬ 
forms  to  the  requirements  of  §  444.70a 

(a)(1)  of  this  chapter,  except  paragraph 

(a)(1)  (11),  (111),  (Iv),  and  (x).  The  dl¬ 
hydrostreptomycln  used  conforms  to  the 
requirements  of  S  444.10a(a)  of  this 
chapter,  except  the  standards  for  steril¬ 
ity,  toxicity,  pyrogens,  and  histamine. 
The  polymyxin  B  used  conforms  to  the 
requirements  prescribed  for  polymyxin 
B  by  S  444.170a(a)  (1)  of  tills  chapter, 
except  the  standard  for  toxicity. 
The  neomycin  used  conforms  to  the 
standards  prescribed  by  §  444.42a(a)  (1) 

(1),  (V)  and  (vl)  of  this  chapter.  Each 
other  substance  used,  if  its  name  is  rec¬ 
ognized  In  the  U.S.P.  or  N.P.,  conforms 
to  the  standards  prescribed  therefor  by 
such  oflBcial  compendium. 

(2)  Packaging.  Each  batch  of  oint¬ 
ment  shall  be  packaged  In  collapsible 
tubes  which  shall  be  well-closed  contain¬ 
ers  as  defined  by  the  UB.P.  The  com¬ 
position  of  the  Immediate  ccmtalner  shall 
be  such  as  will  not  cause  any  change  In 
the  strength,  quality,  or  pmity  of  the 
contents  beyond  any  limit  therefor  in 
applicable  standards,  except  that  xnlnor 
changes  so  caused  that  are  normal  and 
unavoidable  In  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(3)  Labeling.  Each  package  shall 
bear  on  Its  label  or  labeling,  as  herein¬ 
after  Indicated,  the  f  oUowing : 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(a)  The  batch  malic.  ' 

(b)  The  number  of  milligrams  of 
streptomycin  or  dlhydrostreptomycln, 
the  number  of  milligrams  of  neomycin, 
and  the  number  of  units  of  polsrmyxin  B 
in  each  gram  of  the  batch. 

(c)  If  the  batch  contains  one  or  more 
siilfonamldes.  the  name  and  quantity  of 
each  such  Ingredient  per  gram  of  the 
batch. 

(d)  The  statement  "For  veterinary 
use  only”. 

(c)  The  statement  “Expiration  date 

- ",  the  blank  being  filled  in  with 

the  date  that  Is  18  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified:  Provided,  however.  That  such  ex¬ 
piration  date  may  be  omitted  from  the 
immediate  container  if  it  contains  a 
single  dose  and  it  is  packaged  in  an  in¬ 
dividual  wrapper  or  container. 

(il)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  brochure  or' 
other  printed  matter  containing  infor¬ 
mation  for  other  veterinary  uses  of  such 
drug  by  a  veterinarian  licensed  by  law 
to  administer  It  will  be  sent  to  such 
veterinarian  on  request. 

(4)  Requests  lor  certification:  sam¬ 
ples.  (1)  In  addition  to  complying  with 
the  requirements  of  I  514.50  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  shall  submit  with  his  request 


a  statement  showing  the  batch  mark 
and  (unless  they  were  previously  sub¬ 
mitted)  the  dates  on  which  the  latest 
assays  of  the  streptomycin  or  dihydro- 
streptomycln.  polymyxin  B,  In  neomy¬ 
cin  used  In  making  such  batch  were 
completed;  the  quantity  of  each  such 
ingr^ient  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the 
drug  comprising  such  batch  was  com¬ 
pleted,  arid  a  statement  that  each  In¬ 
gredient  used  in  making  the  batch  con¬ 
forms  to  the  requirements  prescribed 
therefor  by  this  section. 

(ii)  Ebccept  as  otherwise  provided  by 
paragraph  (a)(4)(iv)  of  this  section, 
such  persem  shall  submit  in  cmmection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of; 

(a)  The  batch:  Potency  and  moisture. 

(b)  The  streptomycin  or  dihydro¬ 
streptomycin  used  in  making  the  batch: 
Potency,  pH,  streptomycin  content  If  It 
is  dlhydrostreptomycin,  and  crystallinity 
If  it  is  cryst^ine  dlhydrostreptomycin 
sulfate. 

(c)  The  polymyxin  B  used  in  making 
the  batch:  Potency. 

(d)  The  neomycin  used  in  making  the 
batch:  Potency,  moisture,  and  pH. 

(Ill)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (Iv)  of  this  section, 
such  person  shall  submit  In  (xmnection 
with  his  request.  In  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samites  of  the  fc^owing: 

(a) . The  batch:  1  immediate  container 
for  each  5,000  immediate  containers  In 
the  batch,  but  in  no  case  less  than  7 
Immediate  cmitalners,  collected  by  tak¬ 
ing  single  immediate  containers  at  such 
Intervals  throughout  the  mtire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  Intervals  are  iu;>- 
proxlmately  equal. 

(b)  Ihe'  streptomycin  or  dihydro- 
streptomycln  used  in  making  the  batch: 
6  packages  (xmtalning  m>prDxlmately 
equal  portiems  of  not  less  than  0.5  gram 
each,  packaged  in  accordance  with  the 
requirements  of  S  444.70a(a)  (2)  of  this 
chapter. 

(c)  The  polymyxin  B  used  in  making 
the  batch:  5  packages  cemtaining  ap¬ 
proximately  equal  portions  of  not  less 
than  0.5  gram  each. 

(d)  The  neomycin  used  in  making  the 
batch:  5  pckckages  containing  approxi¬ 
mately  equal  portions  of  not  less  than  0.5 
gram  each. 

(e)  In  case  of  an  initial  request  for 
certification,  the  ingredients  used  In 
making  the  batch:  1  package  of  each 
ointment-base  ingredient,  containing 
approximately  200  grams;  1  package  of 
each  suspending  or  dispersing  agent 
used,  containing  approximately  5  grams; 
1  package  of  each  sulfonamide  used,  con¬ 
taining  approximately  5  grams. 

(iv)  The  results  referred  to  in  para¬ 
graph  (a)  (4)  (ii)  (b),  (c),  and  (d)  of  this 
section  and  the  samples  referred  to 
in  paragraph  (a) (4) (Hi)  (b),  (c),  and 
(d)  of  this  section  are  not  required  if 
such  results  or  samples  have  been  previ¬ 
ously  submitted. 
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(b)  Tests  and  methods  of  assau — 
(1)  Potency — (i)  Streptomycin  content. 
Proceed  as  directed  in  $  444.70a  (b) 
(1)  (i)  through  (ix)  of  this  chapter, 
inclusive,  except  prepare  the  sample  in 
one  of  the  following  ways: 

(a)  Extraction.  Place  a  convenient 
sized  representative  quantity  of  the 
sample  In  a  separatory  funnd  contain¬ 
ing  approximately  50  milliliters  of  per¬ 
oxide-free  ether.  Shake  the  sample 
and  ether  until  homogeneous.  Add  a  20- 
mllUUter  portion  of  0.1  M  potassium 
phosphate  buffer,  pH  8.0,  and  shake  well. 
Remove  the  buffer  layer  and  repeat  the 
extraction  with  20-mllllliter  portions  of 
buffer  at  least  three  times  and  any  addi¬ 
tional  times  that  may  be  necessary  to 
Insure  complete  extraction  of  the  anti¬ 
biotic.  Combine  the  extractives  and 
make  the  appropriate  estimated  dilu¬ 
tions  In  0.1  M  potiLsslum  phosphate  buf¬ 
fer.  pH  8.0. 

(b)  Blending.  Place  a  convenient 
sized  representative  quantity  of  the 
sample  In  a  blending  Jar  containing  1.0 
milliliter  of  a  10-percent  aqueous  solu¬ 
tion  of  polysorbate  80  and  sufficient 
0.1  M  potassium  phosphate  buffer,  pH  8.0, 
to  give  a  volume  of  200  milliliters.  Using 
a  high-speed  blender,  blend  for  2  min¬ 
utes  and  then  make  the  appropriate 
estimated  dilutions  with  buffer.  Its 
content  of  streptomycin  Is  satisfactory 
If  It  contains  not  less  than  85  percent  of 
the  number  of  milligrams  per  gram  that 
it  is  represoited  to  contain. 

(li)  Dihydrostreptomycin  content. 
Proceed  as  directed  In  paragraph  (b)(1) 
of  this  section,  using  the  dihydrostrepto¬ 
mycin  working  standard  as  a  standard  of 
comparison.  Its  content  of  dihydrostrep¬ 
tomycin  is  satisfactory  if  It  contains  not 
less  than  85  percent  of  the  niunber  of 
milligrams  per  gram  that  it  Is  repre¬ 
sented  to  contain. 

(iil)  Polymyxin  content.  Proceed  as 
directed  in  §  444.170a(b)  (2)  (1)  of  this 
chapter  with  the  following  exceptions: 

(a)  In  lieu  of  the  directions  for  the 
preparation  of  the  sample  described  In 
paragraph  (b)  (2)  (1)  (g)  of  §  444.170a  of 
this  chapter,  prepare  the  sample  as  fol¬ 
lows:  Place  a  convenient  sized  represent¬ 
ative  quantity  of  the  sample  in  a  separa¬ 
tory  funnel  containing  approximately  50 
milliliters  of  peroxide-free  ether.  Shake 
the  sample  and  ether  imtil  homogeneous. 
Add  25  milliliters  of  10-percent  potas- 
siiun  phosphate  buffer,  pH  6.0,  contain¬ 
ing  2.  grams  of  KcHP04  and  8  grams  of 
KHsPO,  in  each  100  milliliters,  and  shake. 
Remove  the  buffer  layer  and  repeat  the 
extraction  with  25-milliliter  portions  of 
buffer  at  least  three  times  and  any  addi¬ 
tional  times  that  may  be  necessary  to 
insure  complete  extraction  of  tile  anti¬ 
biotic.  Combine  the  extractives  and 
make  the  proper  estimated  dilutions  In 
10-percent  potassium  phosphate  buffer 
pH  6.0,  to  give  a  concentration  of  10  units 
per  milliliter  (estimated).  If  the  sample 
contains  a  water-soluble  base,  accurate 
weigh  a  representative  sample  and  place 
in  a  blending  Jar  containliig  1  milliliter 
of  polysorbate  80  and  sufficient  10  per¬ 
cent  potassium  phosphate  buffer,  pH  6.0, 
to  give  a  final  volume  of  200  millillteTB. 
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Use  a  hifi^-speed  bloider  and  blend  the 
mixture  for  2  minutes.  Make  the  proper 
estimated  jlilutions,  using  10  percent 
potassium  phosphate  buffer,  pH  6.0. 

(b)  The  standard  ciure  is  prepared  in 
the  following  concentrations:  6.4,  8.0, 
10.0, 12.5,  and  15.6  units  i^r  milliliter  in 
10  percent  potassium  phosphate  buffer, 
pH  6.0.  The  10  units  per  milliliter  con- 
centrati<m  is  used  as  the  reference  point. 
Calculate  from  the  quantity  of  neom3rcln 
found  (usdng  the  method  described  in 
paraglaph  (b)(1) (iv)  of  this  section), 
the  quantity  of  neomycin  that  would  be 
present  T/hen  the  sample  is  diluted  to 
contain  10  units  of  polymyxin  (labeled 
potency)  per  milliliter.  Prepare  the 
polymyxin  standard  curve  by  adding  the 
calculated  quantity  of  neomycin  to  each 
concentration  of  polymyxin  used  for  the 
curve.  Use  the  standard  curve  to  calcu¬ 
late  the  polymsrxin  content.  Its  content 
of  polymyxin  is  satifsactory  if  it  con¬ 
tains  not  less  than  85  percent  of  the 
niunber  of  units  that  it  is  represented 
to  contain. 

(iv)  Neomycin  content.  Proceed  as 
directed  in  §  436.517(b)  (1)  of  this 
chapter,  with  the  following  exc^Ttlons; 

(a)  In  lieu  of  the  directions  for  the 
prepwiration  of  the  sample  described  in 
S  436.517(b)  (1)  (vii)  of  this  chapter,  pre¬ 
pare  the  sample  as  directed  in  paragraph 
(b)  (1)  (i)  (a)  of  this  section  or  by  a 
blending  technique  as  follows:  Place  a 
convenient  sized  representative  quantity 
of  the  sample  in  a  blending  jar  containing 
1.0  milliliter  of  a  0.3-percent  aqueous  so¬ 
lution  of  dioctyl  sodium  sulfosuccinate 
and  sufficient  0.1  M  potassium  phosphate 
buffer,  pH  8.0,  to  give  a  volume  of  200 
milliliters.  Using  a  high-speed  blender, 
blend  for  5  minutes  and  then  make  the 
appropriate  estimated  dilutions  with 
buffer. 

(b)  Use  as  the  test  organism  the  Food 
and  Drug  Administration  dihydrostrep- 
tomycin-  (and  streptomycin-)  resistant 
strain  of  Staphylococcus  aureus  (Ameri¬ 
can  Type  (Culture  Collection  6538-PR)’ 
which  is  grown  and  maintained  on  media 
containing  1,000  micrograms  of  dihydro¬ 
streptomycin  per  milliliter  of  agar.  Its 
content  of  neomycin  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  per  gram  that  it  is 
represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  540.380a(b)  (2)  of  this  chapter. 

Subpart  D — Otic  Dosage  Forms 

§  544.473  Slrrptomycin/diliydro.strcpto- 
mycin  otic  with  antifungal  agent. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  streptomycin  otic  with  antifungal 

agent;  streptomycin  otic  with _ ; 

dihydrostreptomycin  otic  with  antifungal 
agent;  dihydrostreptomycin  otic  with 

-  (the  blank  being  filled  in 

with  the  established  name  of  the  anti- 


>AvaUable  from;  American  Type  Culture 
Collection,  12301  Parklawn  Dr.,  Rockville,  MD 
20852. 


fungal  agent) ,  are  described  under 
§  444.470a (a)  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
S  444.470a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement,  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  strepto¬ 
mycin  otic  with  antifimgal  agent  and 
dihydrostreptomycin  otic  with  antifungal 
agent  are  described  under  §  444.470a(b) 
of  this  chapter. 

Subparts  E-H  [Reserved] 

Subpart  I — Certain  Other  Dosage  Forms 

§  544.973b  Streptomycin  /  d  i  h  y  d  r  o- 
streptomycin  solution  for  inhalation 
therapy. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Streptomycin  solu¬ 
tion  for  inhalation  therapy  and  dihydro¬ 
streptomycin  solution  for  inhalation 
therapy  is  a  suitable  and  harmless 
aqueous-organic  solution  of  streptomycin 
or  dihydrostreptomycin,  with  or  without 
suitable  and  harmless  preservatives, 
colorings,  volatile  oils,  flavorings,  buffer 
substances,  and  stabilizing  agents.  Its 
potency  is  not  less  than  50  milligrams  per 
milliliter.  Its  pH  is  not  less  than  5.0  and 
not  more  than  8.0.  The  streptomycin  or 
dlhydrostreptomycln  used  ctmfonhs  to 
the  standards  prescribed  by  §  444.10a 
(a)  (1)  of  this  chapter  or  §  444.70a(a)  (1) 
of  this  chapter,  except  the  standards  for 
sterility,  pyrogens,  and  histamine,  or  to 
the  standards  prescribed  by  S  539.170 
(a)(1).  Each  other  substance  used,  if  its 
name  is  recognized  in  the  U.S.P.  or  N.F., 
conforms  to  the  standards  prescribed 
therefor  by  such  official  compendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.S.P.  Hie 
composition  of  the  immediate  container 
shall  be  such  as  will  not  cause  any 
change  in  the  strength,  quality,  or  purity 
of  the  contents  beyond  any  limit  there¬ 
fore  in  applicable  standards,  except  that 
minor  changes  so  caused  that  are  normal 
and  unavoidable  in  good  packaging,  stor¬ 
age,  and  (UstributlcHi  practice  shidl  be 
disregarded. 

(3)  Labeling.  Each  package  shall  bear 
on  its  label  or  labeling,  as  hereinafter 
indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  Immedia^  container: 

(a)  The  batch  mark. 

(b)  The  number  of  milligrams  of 
streptomycin  or  dlhydrostr^tomycin  in 
each  milliliter  of  the  batch. 

(c)  The  statement  “Expiration  date 

- ”,  the  blank  being  filled  in  with 

the  date  that  is  12  months  after  the 
month  during  which  the  batch  was 
certified. 


(d)  The  name  and  quantity  of  each 
preservative  used. 

(e)  The  statement  “For  veterinary  use 
only”. 

(/)  The  statement  “Warning— Not 
for  use  in  animals  which  are  raised  for 
food  production”. 

(4)  Requests  for  certification:  sam¬ 
ples.  (i)  In  addition  to  complying  with 
the  requirements  of  §  514.50  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  shall  submit  with  his  request 
a  statement  showing  the  batch  mark,  the 
nmnber  of  peuskages  of  each  size  in  the 
batch  and  the  number  of  milligrams  of 
streptomycin  or  dlhydrostreptomycln  per 
milliliter  in  the  batch.  Such  request  shall 
be  accompanied  or  followed  by  the  re¬ 
sults  of  tests  and  assays  made  by  him 
on  the  batch  for  potency  and  pH. 

(ii)  Such  person  shall  also  submit  with 
his  request,  in  the  quantities  hereinafter 
indicated,  accurately  representative 
samples  of  the  following: 

(a)  The  batch:  1  immediate  container 
for  each  5,000  immediate  containers  in 
the  batch,  but  in  no  case  less  than  5 
immediate  containers. 

(b)  In  case  of  an  initial  request  for 
certification,  each  other  Ingredient  used 
in  making  the  batch:  1  package  of  each 
containing  approximately  5  grams. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency.  Proceed  as  directed  in 
§  444.70a(b)  (1)  of  this  chapter,  except 
that  if  it  contains  dihydrostreptomycin 
use  the  dihydrostreptomycin  working 
standard  as  the  standard  of  comparison. 
Its  potency  is  satisfactory  if  it  contains 
not  less  than  90  percent  of  the  number 
of  milligrams  per  milliliter  that  it  is 
represented  to  contain. 

(2)  pH.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (ii)  of  this  chapter,  using 
the  undiluted  drug. 


PART  546— TETRACYCLINE  ANTIBIDTIC 
DRUGS  FDR  ANIMAL  USE 


546.110  Chlortetracycllne  oral  dosage  forms. 

546.110a  Crude  chlortetracycllne. 

546.110b  Chlortetracycllne  seed. 

546.110c  Chlortetracycllne  powder  (chlortet¬ 
racycllne  hydrochloride  powder). 

546.1  lOd  Chlortetracycllne  hydrochloride 

tablets. 

546.1  lOe  Chlortetracycllne  -  sulfamethazine 
tablets. 

546.110f  Chlortetracycllne  hydrochloride- 

neomycin  tablets. 

546.1  lOg  Chlortetracycllne  hydrochloride  In 
oil  oral. 

546.113  Chlortetracycllne  blsulfate  oral  dos¬ 
age  forms.  . 

546.113a  Chlortetracycllne  blsulfate  soluble 
powder. 

546.113b  Chlortetracycllne  blsulfate-sulfa- 
methazlne  blsulfate  soluble 
powder. 

546.180  Tetracycline  oral  dosage  forms. 

546.180a  Tetracycline  hydrochloride  capsules. 

546.180b  Tetracycline  tablets. 

546.180c  Tetracycline  boluses. 

546.180d  Tetracycline  soluble  powder. 

546  180e  Tetracycline  oral  liquid. 

546.180f  Tetracycline  oral  suspension. 


Subpart  A — Oral  Dosage  Forms 

Sec. 
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Subpart  B — [Rasarvad] 

Subpart  C — Ophthalmic  and  Topical  Oosaga 
Forms 

Sec. 

546.312  Chlortetracycllne/tetracychne  oph¬ 
thalmic  and  topical  dosage  forms. 
546.312a  Chlortetracycllne  -  neomycin -strep¬ 
tomycin  /  dlhydrostreptomycln 
*  ointment;  tetracycline  hydrochlo- 
rlde-neomycln  -  streptomycin /dl¬ 
hydrostreptomycln  ointment. 
546.312b  Chlortetracycllne/  chlortetracycllne 
hydrochloride  /tetracycline  hydro¬ 
chloride  ophthalmic. 

546.381  Tetracycline  hydrochloride  ophthal¬ 
mic  and  topical  dosage  forms. 
546.381a  Tetracycline  hydrochloride-neomy¬ 
cin  topical  spray  ointment. 
546.381b  Tetracycline  hydrochloride-neomy¬ 
cin  In  oil  suspension. 

Subpart  D — Otic  Dosage  Forms 
546.481  Tetracycline  hydrochloride  otic. 
Subparts  E-F — [Reserved] 

Subpart  G — Rectal  Dosage  Forms 
546.713  Chlortetracycllne/chlortetracycllne 
hydrochloride/ tetracycline  hydro¬ 
chloride  suppositories. 

Attthoritt:  Secs.  507,  512,  59  Stat.  463  as 
amended;  82  Stat.  343-351  (21  U.S.C.  357, 
360b) . 

Subpart  A — Oral  Dosage  Forms 

§  546.110  Chlortetracycllne  oral  dosage 
forms. 

§  546.110a  Crude  chlortetracycllne. 

(a)  Requirements  for  certifidation — 

(1)  Standards  of  identity,  strength, 
quality,  and  -purity.  Crude  chlortetracy- 
cline  oral  is  crude  chlortetracycllne  with 
suitable  and  harmless  diluents,  with  or 
without  buffer  substances  and  suspend¬ 
ing  and  dispersing  agents  (and  with  or 
without  one  or  more  essential  vitamins 
and  mineral  substances  for  nutritive 
purposes).  It  contains  not  less  tlian  2 
grams  of  chlortetracycllne  activity  per 
pound,  except  it  shall  contain  100 
grams  of  chlortetracycllne  activity  per 
pound  if  it  is  intended  for  use  in  the 
treatment  of  psittacosis  in  psittacine 
birds  (parrots,  macaws,  and  cockatoos). 
Its  moisture  content  is  not  more  than 
6  percent. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  well -closed 
container  as  defined  by  the  n.S.P.  and 
shall  be  of  such  composition  as  will  not 
cause  any  change  in  the  strength,  qual¬ 
ity,  or  purity  of  the  contents  beyond  any 
limit  therefor  in  applicable  standards, 
except  that  minor  changes  so  caused 
that  are  normal  and  imavoidable  in  good 
packaging,  storage,  and  distribution 
practice  shall  be  disregarded.  Each 
such  container  shall  contain  not  more 
than  100  pounds. 

(3)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following: 

(i)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(a)  The  batch  mark. 

(b)  The  number  of  grams  of  chlor¬ 
tetracycllne  in  each  pound  of  the  batch. 

(c)  The  statement  “For  oral  veteri¬ 
nary  use  only”  and  if  it  is  intended  for 
use  in  the  treatment  of  psittacosis  in 
psittacine  birds,  a  statement  to  the  ef- 
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feet  that  wet  mashes  prepared  with  the 
drug  should  be  discarded  after  24  hours. 

(d)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in  with 

the  date  which  is  24  months  after  the 
month  during  which  the  batch  was 
certified. 

(ii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package: 

(a)  Adequate  directions  and  warnings 
for  the  veterinary  use  of  such  drug  by 
the  laity. 

(b)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  labeling  in 
accordance  with  the  requirements  of  reg¬ 
ulations  in  Parts  121  and  558  of  this 
chapter. 

(4)  Request  for  certification:  samples. 
(i)  In  addition  to  complying  with 
§  514.50  of  this  chapter,  a  person  who 
requests  certification  of  a  batch  shall 
submit  with  his  request  a  statement 
showing  the  batch  mark,  the  number 
of  packages  of  each  size  in  such  batch, 
the  number  of  grams  of  chlortetracy¬ 
cllne  in  each  pound  of  the  batch,  and 
the  quantity  of  each  other  ingredient 
used  in  making  the  batch,  and  the  date 
on  which  the  latest  assay  of  the  batch 
was  completed.  Such  request  shall  be  ac¬ 
companied  or  followed  by  the  results  of 
tests  and  assays  made  by  him  on  the 
batch  for  average  potency  and  average 
moisture. 

(ii)  Such  person  shall  submit  in  con¬ 
nection  with  his  request  a  sample  of  the 
batch  consisting  of  1  ounce  for  each 
3,000  poimds  in  the  batch,  but  in  no  case 
less  than  five  1 -ounce  portions,  collected 
by  taking  single  1-ounce  portions  at  such 
intervals  throughout  the  entire  time  of 
packaging  the  batch  that  the  quantities 
packaged  during  the  intervals  are  ap¬ 
proximately  equal. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency.  Accurately  weigh  ap¬ 
proximately  3.0  grams  of  the  sample  and 
place  in  a  blending  Jar  containing  200 
milliliters  of  an  acid-acetone  solution 
prepared  with  1  part  4  N  HCl,  6  parts 
distilled  water,  and  13  parts  acetone. 
Blend  for  3  minutes.  Using  an  aliquot 
of  the  liquid,  make  the  proper  estimated 
dilutions  in  M/lb  monopotassium  phos¬ 
phate  buffer  pH  4.5,  shake  well,  and 
proceed  as  directed  in  §  446.10a(b)  (1) 
(vlii)  of  this  chapter.  Its  content  of 
chlortetracycllne  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  grams  that  it  is  represented 
to  contain. 

(2)  Moisture.  Proceed  as'  directed  in 
§  440.80a(b)  (5)  (1)  of  this  chapter. 

§  546.110b  ChlortelrHcyrllnc  stred. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Chlortetracycllne 
seed  is  dehulled  millet  seed  containing 
chlortetracycllne.  It  contains  0.5  milli¬ 
gram  of  chlortetracyline  per  gram. 
Its  moisture  content  is  not  more  than 
10  percent.  The  chlortetracycllne  xised 
conforms  to  the  requirements  prescribed 
therefor  by  §  446.10(a)  (1)  of  this  chap¬ 
ter.  except  paragraph  (a)(l)(il),  (Iv), 
and  (  V)  of  that  section,  or  to  the  require¬ 
ments  prescribed  by  §  446.510b(a)  (1). 
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Each  other  substance  used,  if  Its  name 
Is  recognized  in  the  U.  S.  P.  or  N.  P„  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  such  official  compendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  container  shall  be  a  well  closed  • 
container  as  defined  by  the  U.SP.  and 
shall  be  of  such  comporition  as  will  not 
cause  any  change  in  the  strength,  qual¬ 
ity,  or  purity  of  the  contents  beyond  any 
limit  Uierefor  in  applicable  standards, 
except  that  minor  changes  so  caused 
that  are  normal  and  unavoidable  In 
good  packaging,  storage,  and  distrlbu- 
tiem  practice  shall  be  disregarded. 

(3)  Labeling.  Each  package  shell 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following! 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(a)  The  batch  mark. 

(b)  The  number  of  milligrams  of 
chlortetracycllne  in  each  gram  of  the 
batch. 

(c)  The  statement  “For  oral  veteri¬ 
nary  use  only”. 

(d)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in 

with  the  date  that  is  12  months  after  the 
month  during  which  the  batch  was  certi¬ 
fied.  except  that  the  blank  may  be  filled 
in  with  the  date  that  is  24  months  after 
the  month  during  which  the  batch  was 
certified  if  the  person  who  requests  cer¬ 
tification  has  submitted  to  the  Commis¬ 
sioner  results  of  tests  and  assays  show¬ 
ing  that  after  having  been  stored  for 
such  period  of  time  such  drug  as  pre¬ 
pared  by  him  complies  with  the  stand¬ 
ards  prescribed  by  paragraph  (a)(i)  of 
this  section. 

(ii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  and  warnings  for  the 
use  of  such  drug,  by  the  laity.  Such 
circular  or  other  labeling  may  also  bear 
a  statement  that  a  brochure  or  other 
printed  matter  containing  information 
for  other  veterinary  uses  of  such  drug 
by  a  veterinarian  licensed  by  law  to  ad¬ 
minister  it  will  be  sent  to  such  veteri¬ 
narian  on  request. 

(4)  Request  for  certification:  sam¬ 
ples.  (i)  In  addition  to  complying  with 
the  requirements  of  §  514.50  of  this  chap¬ 
ter,  a  person  who  requests  certification 
of  a  batch  shall  submit  with  his  request 
a  statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (imless  it  was 
previously  submitted)  the  date  on  which 
the  latest  assay  of  the  chlortetracyline 
used  in  making  such  batch  was  com¬ 
pleted,  the  number  of  milligrams  in  each 
immediate  container,  the  quantity  of 
each  ingredient  used  in  making  the 
batch,  the  date  on  which  the  latest  assay 
of  the  drug  comprising  such  batch  was 
completed,  and  a  statement  that  each 
Ingredient  used  in  making  the  batch  con¬ 
forms  to  the  requirements  prescribed 
therefor,  if  any,  by  this  section. 

(ii)  Except  as  otherwise  provided  in 
paragraph  (a)  (4)  (Iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following. 
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made  by  him  on  an  accurately  represent¬ 
ative  sample  of: 

(a)  The  batch:  Potency  and  moisture. 

(b)  The  chlortetracycline  used  in 
mairing  the  batch:  Potency,  toxicity, 
moisture,  pH,  and  crystallinity. 

(iii)  Except  as  otherwise  provided  by 
paragrai^  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  c<xmection 
with  his  request,  in  the  quantities  here¬ 
inafter  Indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(a)  The  batch:  One  container  for 
each  5,000  containers  in  the  batch,  but 
in  no  case  less  than  five  immediate  con¬ 
tainers.  Such  sample  shall  be  collected 
by  taking  single  immediate  containers 
at  such  intervals  throughout  the  entire 
time  the  containers  are  being  filled  that 
the  quantities  filled  during  the  intervals 
are  approximately  equal. 

(b)  The  chlortetracycline  used  in 
making  the  batch:  10  packages,  each 
containing  approximately  equal  portions 
of  not  less  than  60  milligrams,  packaged 
in  accordance  with  the  requiremoits  of 
§  446.10(a)  (2)  of  this  chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch:  One  package  of 
each,  containing  approximately  5  grams. 

(iv)  The  results  referred  to  in  para¬ 
graph  (a)  (4)  (ii)  (b)  of  this  section  and 
the  sample  referred  to  in  paragraph 

(a)  (4)  (iU)  (b)  of  this  section  are  not  re¬ 
quired  if  such  results  or  sample  has  been 
previously  submitted. 

(b)  Tests  and  methods  of  assav — 

(1)  Potency.  Accurately  weigh  ap¬ 
proximately  10  grams  of  the  sample  and 
place  in  a  blending  Jar  containing  500 
rnimiiters  of  0.01  N  Ha.  Blend  for  3 
minutes.  Using  an  aliquot  of  the  liquid, 
make  the  proper  estimated  dilutions  in  10 
M  numcyotasslum  phosphate  buffer,  pH 
4.5,  shake  wdl,  and  proceed  as  directed 
in  §  446.10a(b)(l)(vili)  of  this  chapter. 
Its  content  of  chlortetracycline  is  satis¬ 
factory  if  it  contains  not  less  than  85 
percent  of  the  number  of  milligrams  per 
gram  that  it  is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  440.80a  (b)  (5)  (1)  of  this  chapter. 

§  546.110c  Chlorletracycline  powder 
(chlortetracycline  hydroc  h  1  o  r  i  d  e 
powder). 

(a)  Requirements  for  certification.  The 
requirements  for  certification  for  chlor- 
tetracylcine  powder  (chlortetracycline 
hydrochloride  powder) ;  tetracycline  hy¬ 
drochloride  powder;  tetracycline  powder, 
are  described  under  S  446.510b  of  this 
chapter,  with  the  following  exceptions : 

(1)  Standards  of  identity,  strength, 
quality,  and  purity:  It  may  contain  one 
or  more  suitable  and  harmless  vitamin 
substances. 

(2)  It  is  packaged  for  dispensing  and 
intended  solely  for  veterinary  use:  Its 
label  and  labeling  shall  comply  with  all 
the  requirements  prescribed  by  §  446.510b 
(a)  (3)  of  this  chapter,  except  that  in 
lieu  of  the  statement,  “Caution:  Federal 
law  prohibits  dispensing  without  pre¬ 
scription”,  each  package  shall  include  in¬ 
formation  containing  directions  and 
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warnings  adequate  for  the  veterinary  use 
of  the  drugs  by  the  laity. 

(3)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  it  shall  also 
be  labeled  in  accordance  with  the  re¬ 
quirements  of  paragraph  (c)  of  this  sec¬ 
tion. 

(b)  Tests  and  methods  of  assay — The 
tests  and  methods  of  assay  for  chlor¬ 
tetracycline  powder  (chlortetracycline 
hydrochloride  powder),  tetracycline  hy¬ 
drochloride  powder,  and  tetracycline 
powder,  are  described  imder  $  446.510b  of 
this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Meets  the  requirements  of 
paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  No.  010042  in  §  510.- 
600(c)  of  this  chapter. 

(3)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (c)  (5)  of 
this  section  refer  to  the  activity  of  the 
master  standard.  ' 

(4)  Related  tolerances.  See  S  556.150 
of  this  chapter. 

(5)  Conditions  of  use.  (i)  It  is  used  in 
drinking  water  as  follows: 

(d)  Chickens.  Used  as  chlortetracy¬ 
cline  hydrochloride  or  chlortetracycline 
bisulfate  as  follows: 

(.1)  Amount  per  gallon.  100  milligrams. 

(1)  Indications  for  use.  Prevention  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection),  blue  comb  (nonspecific  infec¬ 
tious  enteritis) . 

(ii)  Limitations.  Not  to  be  used  for 
more  than  14  consecutive  days;  as  sole 
source  of  chlortetracycline. 

(2)  Amount  per  pallon.  200  milligrams. 

(i)  Indications  for  use.  Treatment  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection),  blue  comb  (nonsp>ecific  infec¬ 
tious  enteritis) ;  prevention  of  synovitis. 

(ii)  Limitations.  Not  to  be  used  for 
more  than  14  consecutive  days;  as  sole 
source  of  chlortetracycline. 

(b)  Grouting  chickens.  Used  as  chlor¬ 
tetracycline  hydrochloride  or  chlortetra¬ 
cycline  bisulfate  as  follows; 

(1)  Amount  per  gallon.  1,000  milli¬ 
grams. 

(2)  Indications  for  use.  Aid  in  the 
control  of  mortality  due  to  fowl  cholera. 

(3)  Limitations.  Not  for  laying  chick¬ 
ens;  not  to  be  used  for  more  than  14  con¬ 
secutive  days;  withdraw  24  hours  prior 
to  slaughter;  as  sole  source  of  chlortetra¬ 
cycline. 

'  (c)  Chickens  and  turkeys.  Used  as 
chlortetracycline  hydrochloride  or  chlor¬ 
tetracycline  bisulfate  as  follows: 

( 1 )  Amount  per  gallon.  400  milligrams. 

(2)  Indications  for  use.  Control  of 
synovitis. 

(3)  Limitations.  Not  for  laying  chick¬ 
ens;  not  to  be  used  for  more  than  14  con¬ 
secutive  dasrs;  as  sole  source  of  chlor¬ 
tetracycline. 

(d)  Turkeys.  Used  as  chlortetracycline 
hydrochloride  or  chlortetracycline  bi¬ 
sulfate  as  follows: 

(1)  Amount  per  gallon.  loO  milli¬ 
grams. 

(i)  Indications  for  use.  Prevention  of 
blue  comb  (nonspecific  infectious  enter¬ 
itis,  mud  fever) .  infectious  sinusitis, 
hexamitiasis. 


(ii)  Limitations.  Not  to  be  used  for 
more  than  14  consecutive  days;  as  sole 
source  of  chlortetracycline. 

(2)  Amount  per  gallon.  200  milli¬ 
grams. 

(i)  Indications  for  use.  Treatment  of 
blue  comb  (nonspecific  infectious  enter¬ 
itis,  mud  fever),  infectious  'sinusitis, 
hexamitiasis;  prevention  of  synovitis. 

(ii)  Limitations.  Not  to  be  used  for 
more  than  14  consecutive  days;  as  sole 
source  of  chlortetracycline. 

(e)  Swine.  Used  as  chlortetracycline 
hydrochloride  as  follows: 

(1)  Amount  per  gallon.  100  to  200 
milligrams. 

(1)  Indications  for  use.  As  an  aid  in 
prevention  of  bacterial  enteritis. 

(ii)  Limitations.  Administer  for  not 
more  than  46  days;  do  not  slaughter 
animals  for  food  \rtthin  24  hours  of 
treatment;  prepare  a  fresh  solution 
daily;  as  sole  source  of  chlortetracycline. 

(2)  Amount  per  gallon.  200  to  400 
milligrams. 

(i)  Indications  for  use.  As  an  aid  in 
prevention  of  bacterial  pneumonia;  for 
treatment  of  bacterial  enteritis. 

(ii)  Limitations.  Administer  for  not 
more  than  46  days;  do  not  slaughter 
animals  for  food  within  24  hours  of 
treatment;  preparfe  a  fresh  solution 
daily;  as  sole  source  of  chlortetracycline. 

(3)  Amount  per  gallon.  400  to  600 
milligrams. 

(1)  Indications  for  use.  For  treatment 
of  bacterial  pneumonia. 

(ii)  Limitations.  Administer  for  not 
more  than  24  days;  do  not  slaughter  ani¬ 
mals  for  food  within  24  hoins  of  treat¬ 
ment;  prepare  a  fresh  solution  daily; 
as  sole  source  of  chlortetracycline. 

(ii)  It  is  used  as  chlortetracycline 
hydrochloride  as  a  drench  for  calves  as 
follows: 

(a)  Amount.  Two  milligrams  per 
pound  of  body  weight. 

(b)  Indications  for  use.  For  treat¬ 
ment  of  bacterial  pneumonia,  bacterial 
diarrhea,  and  shipping  fever. 

(c)  Limitations.  Administer  2  milli¬ 
grams  per  poimd  of  body  weight  per  day 
for  not  more  than  5  days;  do  not 
slaughter  animals  for  food  within  3  days 
of  treatment;  prepare  a  fresh  solution 
daily;  as  sole  somce  of  chlortetracycline. 

§  546.1  lOd  Chlortetracycline  hydrochlo¬ 
ride  tahleU. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification  for 
chlortetracycline  hydrochloride  tablets; 
tetracycline  hydrochloride  tablets;  tet¬ 
racycline  tablets,  are  described  under 
f  446.110a  of  this  chapter. 

(2)  Exemption  of  chlortetracycline 
hydrochloride  tablets  from  certification: 
Chlortetracycline  hydrochloride  tablets 
that  conform  to  the  requirements  of 
§  446.110a(a)  (1)  of  this  chapter  (except 
that  it  may  contain  one  or  more  essential 
vitamin  and  mineral  substances  for  nu¬ 
tritive  purposes;  and  the  chlortetracyline 
hydrochloride  iised  in  making  the  tablets 
may  conform  to  S  546.110a(a)  (1)  shall  be 
exempt  from  the  certification  require¬ 
ments  of  section  512(n)  of  the  act,  if  they 
comply  with  all  the  following  conations: 
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(1)  If  the  drug  contains  added  vita¬ 
mins  or  minerals,  its  label  bears  the 
name  and  quantity  of  each  such  sub¬ 
stances  and  a  statement  that  such  sub¬ 
stances  are  present  only  for  furnishing 
additional  vitamins  and  minerals  while 
the  birds  are  eating  less  feed. 

(ii)  The  labels  bear  an  expiration  date' 
that  is  not  more  than  24  months  after 
the  month  during  which  the  batch  was 
last  assayed  and  released  by  the  manu¬ 
facturer. 

(ill)  The  label  bears  a  statement  that 
solutions  prepared  with  the  drug  are 
stable  for  not  more  than  24  hours. 

(iv)  The  circular  or  other  labeling 
within  or  attached  to  the  package  bears 
information  that  only  the  antibiotic  is 
intended  for  use  in  the  prevention  or 
treatment  of  the  following  conditions  of 
parakeets  and  canaries,  due  to  organisms 
sensitive  to  chlortetracycllne,  and  fur¬ 
ther,  bears  directions  and  warnings  ade¬ 
quate  for  such  uses: . 

(a)  Respiratory  disease,  bacterial 
(pneumonia,  bronchitis,  rhinitis) . 

(b)  Infectious  arthritis  due  to  a  filter¬ 
able  agent. 

(c)  Bacterial  enteritis. 

(d)  Stimulate  food  Intake,  growth, 
and  to  maintain  body  weight. 

(e)  When  intended  for  use  in  the  con¬ 
ditions  set  forth  in  paragraph  (a)(2) 
(iv)  (a),  (b),  and  (c)  of  this  section,  the 
potency  must  be  such,  that  when  used  as 
direct^  in  the  labeling,  each  oimce  of 
drinking  water  contains  not  less  than  2S 
milligrams  of  chlortetracycllne. 

(/)  When  intended  for  use  in  the  con¬ 
ditions  set  forth  in  paragraph  (a)(2) 
(iv)  (d)  of  this  section,  the  potency  must 
be  such,  that  when  used  as  directed  in 
the  labeling,  each  oimce  of  drinking 
water  conta^  not  less  than  5.0  milli¬ 
grams  of  chlortetracycllne. 

(b)  Tests  and  methods  of  assay.  ITie 
tests  and  methods  of  assay  for  chlor- 
tetracycline-  tablets  (chlortetracycllne 
hydrochloride  tablets),  tetracycline  hy¬ 
drochloride  tablets,  and  tetracycline  tab¬ 
lets,  are  described  under  1 446.110a 
except  for  the  moisture  test  required  un¬ 
der  paragraph  (b)  (2) ,  if  it  is  tetracycline 
hydrochloride'^blets  and  stability  data 
have  been  submitted  to  prove  that  the 
drug  is  stable  when  it  contains  not  more 
than  60  percent  moisture,  use  the  method 
described  in  $  436.201  of  this  chapter  and 
proceed  as  directed  in  i  436.201(e)  (3)  of 
this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Meets  the  requirements  of 
paragraphs  (a)  and  (b)  of  this  section. 

(2)  Sponsor.  See  No.  010042  in 
$  510.600(c)  of  this  chapter. 

(3)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (c)  (5) 
of  this  section  refer  to  the  activity  of  the 
master  standard. 

(4)  Related  tolerances.  See  S  556.150  of 
this  chapter. 

(5)  Conditions  of  use.  It  is  used  as 
chlortetracycllne  hydrochloride  in  tab¬ 
lets  for  oral  ingestion  by  calves  as  fol¬ 
lows: 

(i)  Amount.  250  milligrams  per  tab¬ 
let. 


(a)  Indications  for  use.  Treatment  of 
bacterial  scouris  in  calves. 

(b)  Limitations.  As  sole  source  of 
chlortetracycllne;  250  milligrams  per  100 
pounds  of  animal  weight  per  day  for  3 
days;  do  not  administer  within  24  hours 
of  slaughter. 

(ii)  Amount.  250  milligrams  per  tab¬ 
let. 

(a)  Indications  for  use.  Prevention  of 
bacterial  scours  in  newborn  calves. 

(b)  Limitations.  As  sole  source  of 
chlortetracycllne;  250  milligrams  per 
animal  per  day  for  not  more  than  3  days; 
do  not  administer  within  24  hours  of 
slaughter. 

(ill)  Amount.  25  milligrams  per  tablet. 

(a)  Indications  for  use.  Aid  in  reduc¬ 
tion  of  incidence  of  bacterial  scours  in 
calves.  . 

(b)  Limitations.  75  milligrams  per 
animal  per  day.  ■ 

§  S46.110e  Chlortetracycline-sulfameth- 
azine  tablet§. 

(a)  Requirements  for  certification.  The 
requirements  for  chlortetracycline-sulfa- 
methazine  tablets  are  described  under 
§  546.110d(a). 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chlortet- 
racycline-sulfamethazlne  tablets  are  de¬ 
scribed  under  S  546.110d(b). 

(c)  Conditions  of  ,  marketing — (1) 
Chemical  name.  Sulf^ethazine:  N'- 
(4,6-Dimethyl-2-pyrlmidinyl)  sulfanila¬ 
mide. 

(2)  Specifications.  Meets  the  require¬ 
ments  of  8  546.1  lOd  as  it  regards  chlotet- 
racycline  hydrochloride  tablets  and  of 
8  546.113a. 

(3)  Sponsor.  See  No.  010042  in  8  510.- 
600(c)  of  this  chapter. 

(4)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (c)(6) 
of  this  section  refer  to  the  activity  of  the 
master  standard. 

(5)  Related  tolerances.  See  88  556.150 
and  556.670  of  this  chapter. 

(6)  Conditions  of  use.  It  is  used  in  tab¬ 
lets  for  oral  ingestion  by  calves  as 
follows: 

(i)  Amount.  125  milligrams  of  chlor- 
tetracycline  with  2.5  grams  of  sulfa¬ 
methazine  per  tablet. 

(11)  Indications  for  use.  Treatment  of 
bacterial  scours  in  calves. 

(iii)  Limitations.  125  milligrams  of 
chlortetracycllne  with  2.5  grams  of  sul¬ 
famethazine  per  100  pounds  of  animal 
weight  per  day  for  3  days;  do  not  ad¬ 
minister  within  5  days  of  slaughter  for 
food;  as  chlortetracycllne  hydrochloride; 
as  sole  source  of  chlortetracycllne  and 
sulfamethazine. 

§  546.11 Of  Chlortetracycllne  hydrochlo¬ 
ride-neomycin  tablets. 

(a)  Requirements  for  certification. 
CSilortetracycline  hydrochloride-neomy¬ 
cin  tablets  and  tetracycline  hydro¬ 
chloride-neomycin  tablets  are  tablets 
that  conform  to  all  requirements  and  are 
subject  to  all  procedures  prescribed  by 
8  446.110b(a)  of  this  chapter  for  chlor- 
tetracycline  hydrochloride  capsules  and 
tetracycline  hydrochloride  capsules, 
except  that: 


(1)  Each  tablet  shall  contain  not  less 
than  125  milligrams  of  neomycin.  TTie 
neomycin  used  conforms  to  the  standards 
prescribed  by  8  444.42a(a) (1)  (i),  (iv), 
(V),  and  (Vi)  of  this  chapter.  Tablets  not 
exceeding  15  millimeters  in  diameter,  or 
not  intended  only  for  preparing  solutions, 
shall  disintegrate  within  1  hour. 

(2)  If  it  is  intended  for  use  in  ani¬ 
mals  which  are  raised  for  food  produc¬ 
tion,  it  shall  also  be  labeled  in  accord¬ 
ance  with  the  requirements  of  paragraph 

(c)  of  this  section. 

(3)  In  addition  to  complying  with  the 
requirements  of  8  446.110b(a)  (4)  of  this 
chapter,  a  person  who  requests  certifica¬ 
tion  of  a  batch  shall  submit  with  his  re¬ 
quest  a  statement  showing  the  niunber  of 
milligrams  of  chlortetracycllne  hydro¬ 
chloride  or  tetracycline  hydrochloride 
and  neomycin  in  each  tablet  of  the 
batch,  the  batch  mark,  and,  if  required 
by  paragraph  (a)(1)  of  this  section,  dis¬ 
integration  time,  and  (imless  it  was  pre¬ 
viously  submitted)  the  results  and  the 
date  of  the  latest  tests  and  assays  of  the 
neomycin  used  in  making  the  batch  for 
potency,  toxicity,  moisture,  and  pH.  He 
shall  also  submit  in  connection  with  his 
request  (unless  it  was  previously  sub¬ 
mitted)  a  sample  consisting  of  5  pack¬ 
ages  contining  approximately  equal  por¬ 
tions  of  not  less  than  0.5  gram  each  of 
the  ntomycin  used  in  making  the  batch, 
and  a  sample  of  6  tablets  for  disintegra¬ 
tion-time  studies. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Chlortetracycline  hydro¬ 
chloride  content.  Prepare  the  sample  as 
follows:  Using  a  mortar  and  pestle, 
grind  5  tablets  to  a  fine  powder. 
Using  200  milliliters  of  absolute  methyl 
alcohol,  quantitatively  transfer  the  pow¬ 
der  to  a  blending  Jar  and  blend  at  high 
speed  for  2  minutes.  Centrifuge  a  por¬ 
tion  of  the  liquid  at  high  speed  for  suffi¬ 
cient  time  (usually  15  minutes)  to  ob¬ 
tain  a  substantially  clear  solution. 
Dilute  an  aliquot  of  the  clear  solution 
in  sufficient  0.10  M  monobasic  potassium 
phosphate  buffer,  pH  4.5,  to  give  a  con¬ 
centration  of  0.06  mlcroirram  per  milli¬ 
liter  (estimated).  Proce^  as  directed 
in  8  446.10a(b)(l)  (viii)  of  this  chapter. 
Its  content  of  chlortetracycline  hydro¬ 
chloride  is  satisfactory  if  it  contains  not 
less  than  85  percent  of  the  number  of 
milligrams  per  tablet  that  it  is  repre¬ 
sented  to  contain. 

(ii)  Tetracycline  hydrochloride  con¬ 
tent.  Prepare  the  sample  as  directed  in 
paragraph  (b)(l)(i)  of  this  section,  ex¬ 
cept  dilute  the  sample  to  an  estimated 
cmcoitratioa  of  0.24  microgram  per 
milliliter  and  proceed  as  directed  in 
8  446.81a(b)  (l)(ili)  of  this  chapter.  Its 
content  of  tetracycline  hydrochloride  is 
satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
per  tablet  that  it  is  represented  to 
contain.  « 

(ill)  Neomycin  content.  Proceed  as 
directed  in  8  436.517(a)  (1)  (ii)  of  this 
chapter  if  Staphylococcus  epidermidis  is 
used  as  the  test  organism.  If  Staph¬ 
ylococcus  aureus  is  used  as  the  test 
organism  proceed  as  follows:  Immedl- 
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ately  after  the  second  blending,  heat  a 
convenimt  size  aliquot  of  the  blend  in 
a  steam  bath  for  30  minutes,  cool,  wd 
dilute  to  10  micrograms  per  milliliter  (es¬ 
timated)  .  Its  content  of  neomycin  is  sat¬ 
isfactory  if  it  contains  85  percent  of  the 
number  of  milligrams  of  activity  per  tab¬ 
let  that  it  is  represented  to  conti^. 

(2)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (i)  of  this  chapter. 

(3)  Disintegration  time.  Proceed  as 
directed  in  §  4^4.180a(b)  (3)  of  this 
chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Meets  the  requirements  of 
paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  No.  010042  in  S  510.- 
600(c)  of  this  chapter. 

(3)  Special  considerations.  The  quan¬ 
tities  of  antibiotics  in  paragraph  (c)  (5) 
of  this  section  refer  to  the  activity  of  the 
master  standard. 

(4)  Related  tolerances.  See  §{  556.150 
and  556.430  of  this  chapter. 

(5)  Conditions  of  use.  It  is  used  in  tab¬ 
lets  for  oral  ingestion  by  calves  as  fol¬ 
lows: 

(1)  Amount.  125  milligrams  of  chlor- 
tetracycline  with  125  milligrams  of  neo¬ 
mycin  per  tablet. 

(ii)  Indications  for  use.  Treatment  of 
bacterial  scours  in  calves. 

(ill)  Limitations.  125  milligrams  of 
neomycin  and  pf  chlortetracycline  per 
100  pounds  of  animal  weight  per  day  for 
3  days;  do  not  administer  within  24  hours 
of  slaughter;  as  chlortetracycline  hydro¬ 
chloride  and  neomycin  sulfate;  as  sole 
source  of  chlortetracycline  and  neomy¬ 
cin. 

§  546.1  lOg  Chlortotraryriine  hydrochlo¬ 
ride  in  oil  oral. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Chlortetracycline  hydro¬ 
chloride  in  oil  oral  is  crystalline  chlor¬ 
tetracycline  hydrochloride  in  a  suitable 
and  harmless  vegetable  oil  base.  It  con¬ 
tains  not  less  than  50  milligrams  of 
chlortetracycline  hydrochloride  per  mil¬ 
liliter.  Its  moisture  content  is  not  more 
than  1.0  percent.  The  chlortetracycline 
hydrochloride  used  conforms  to  the  re¬ 
quirements  of  1446.10(a)(1)  of  this 
chapter,  except  paragraph  (a)(l)(il), 
(iv).  and  (V)  of  that  section.  Each  other 
ingredient  used,  if  its  name  is  recognized 
in  the  U.S.P.  or  N.F.,  conforms  to  the 
standards  prescribed  therefor  by  such  of¬ 
ficial  compendium. 

(2)  Packaging.  The  immediate  con¬ 
tainers  shall  be  well  closed  or  tight  con¬ 
tainers  as  defined  by  tiie  U.SP.  They 
shall  be  of  such  composition  as  will  not 
cause  any  change  in  the  strength,  quality, 
or  purity  of  the  contents  beyond  any 
limit  therefor  In  'applicable  standards, 
except  that  minor  changes  so  caused 
that  are  normal  and  unavoidable  in  good 
matheting,  storage,  and  distribution 
practice  shall  be  disregaided.  Unless  it 
is  packaged  for  repacking,  each  such 
container  diall  be  filled  with  a  volume  of 
chlortetracycline  hydrochlmide  in  oil  in 
excess  of  thfvt  designated,  which  excess 
shall  be  suffleent  to  permit  the  with¬ 
drawal  and  the  administration  ot  the 


volume  indicated,  whether  administered 
in  single  or  multiple  doses. 

(3)  Labeling.  Each  package  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated: 

(i)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container  of 
the  package: 

(o)  The  batch  mark. 

(b)  The  number  of  milligrams  of 
chlortetracycline  hydrochloride  per 
milliliter. 

(c)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in 

.wit  hthe  date  that  is  24  month,  36 
months,  or  48  months  after  the  month 
during  which  the  batch  was  certified. 

(d)  The  statement  “For  oral  use  in 
suckling  pigs  only.” 

(ii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 

(4)  Request  for  certification;  samples. 
(i)  In  addition  to  complying  with  the 
requirements  of  §  514.50  of  thLs  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  tetch  mark  and  (unless  it  was 
orevlously  submitted)  the  date  on  which 
the  latest  assay  of  the  chlortetracycline 
hydrochloride  used  In  making  such  batch 
was  completed,  the  quantity  of  each  In¬ 
gredient ,  used  in  making  the  batch,  the 
date  on  which  the  latest  assay  of  the  drug 
was  completed,  and  a  statement  that 
each  component  of  the  oil  base  used  con¬ 
forms  to  the  requirements  prescribed 
therefor  by  this  section. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (Iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  represent¬ 
ative  sample  of: 

(a)  The  batch:  Potency  and  moisture. 

(b)  The  chlortetracycline  hydrochlo¬ 
ride  \ised  in  making  the  batch:  Potency, 
toxicity,  moisture,  pH.  and  crystallinity, 

(lil)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  herein¬ 
after  indicated,  accurately  representa¬ 
tive  samples  of  the  following. 

(a)  The  batch:  1  package  for  each 
5.000  packages  in  the  batch,  but  in  no 
case  less  than  5  packages,  collected  by 
taking  single  padres  at  such  intervals 
throughout  the  entire  time  of  packaging 
the  batch  that  the  quantities  packaged 
during  the  intervals  are  approximately 
equal. 

,  (b)  The  chlortetracycline  used  in 
making  the  batch:  10  packages,  contain¬ 
ing  approximately  equal  portions  of  not 
less  than  60  milligrams  each,  packaged 
*n  accordance  with  the  requirements  of 
§  466.10(a)  (2)  of  this  chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  eadi  other  Ingredient  used 
in  making  the  batch;  1  package  of  each 
component,  of  the  oil  base,  each  contain¬ 
ing  approximately  200  grams. 


(iv)  No  result  referred  to  in  paragraph 

(a)  (4)  (ii)  (b)  of  this  section,  and  no 
sample  referred  to  in  paragraph  (a)  (4) 
(ill)  (b)  of  this  section,  is  required  if 
such  result  or  sample  has  been  previ¬ 
ously  submitted. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  in  S  446.510a 

(b)  (1)  of  this  chapter.  The  potency  is 
satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
of  chlortetracycline  hydrochloride  that  it 
is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  540.380a(b)  (2)  of  this  chapter. 

§  546.113  Chlortetracycline  b  i  s  u  I- 
fate  oral  dosage  forms. 

§  546.113a  Chlortetracycline  bisulfate 
soluble  powder. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Chlortetracycline  bisul¬ 
fate  soluble  powder  is  chlortetracycline 
bisulfate  with  or  without  sulfamethazine 
bisulfate  and  with  or  without  one  or 
more  suitable  and  harmless  colorings, 
buffer  substances,  and  diluents.  It  con¬ 
tains  the  equivalent  of  25.6  grams  or 
102.4  grams  of  chlortetracycline  hydro¬ 
chloride  per  pound  of  powder.  If  it 
contains  102.4  grams  equivalent  of  chlor¬ 
tetracycline  hydrochloride,  it  may 
contain  sulfamethazine  bisulfate  equiva¬ 
lent  to  102.4  grams  of  sulfamethazine 
The  moisture  content  is  not  more  than  2 
percent.  The  chlortetracycline  bisulfate 
used  conforms  to  the  requirements  of 
S  539.210d  of  this  chapter.  Each  other 
substance  used,  if  its  name  is  recognized 
in  the  U.S.P.  or  N.P.,  conforms  to  the 
standards  prescribed  therefor  by  such  of¬ 
ficial  compendiiun. 

(2)  Packaging.  In  all  cases,  the  im¬ 
mediate  container  shall  be  a  tight  con¬ 
tainer  as  defined  by  the  U.S.P.  The  com¬ 
position  of  the  immediate  container  shali 
be  such  as  will  not  cause  any  change  in 
the  strength,  quality,  or  purity  of  the 
contents  beyond  any  limits  therefor  in 
applicable  standards,  except  that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(3)  Labeling.  Each  package  shall  bear 
on  its  label  or  labeling,  as  her^nafter 
Indicated,  the  following: 

(1)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  Immediate  container: 

(a)  The  batch  mark. 

(b)  The  number  of  grams  of  chlor¬ 
tetracycline  hydrochloride  equivalent  per 
pound  and.  if  it  contains  sulfamethazine 
bisulfate,  the  number  of  grams  of  sul¬ 
famethazine  equivalent  per  poimds  in  the 
Immediate  container. 

(c)  The  number  of  pounds  of  powder 
In  each  Immediate  conl^dner. 

(d)  fReserved] 

(e)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in 

with  the  date  that  is  12  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified.  except  that  the  blank  may  be  filled 
in  with  the  date  that  is  24,  30,  36,  42,  or 
48  months  after  the  month  during  which 
the  batch  was  certified  if  the  person  who 
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request  certlflcaticxi  has  submitted  to  the 
Commissioner  results  of  tests  and  assays 
showing  that  after  having  been  stored  for 
such  period  of  time  such  drug  as  prepared 
by  him  compiles  with  the  standards  pre¬ 
scribed  by  paragraph  (a)  (1)  of  this  sec¬ 
tion. 

(11)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package: 

(a)  Adequate  directions  and  warnings 
for  the  veterinary  use  of  such  drug  by 
the  laity. 

(b)  U  it  is  intended  for  use  in  animals 
raised  for  food  production,  labtiing  in 
accordance  with  the  requirements  of 
§546.110c. 

(4)  Request  for  certification:  samples. 

(i)  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark  and 
(unless  it  was  previously  submitted)  the 
date  on  which  the  latest  assay  of  the 
chlortetracycline  bisulfate  used  in 
making  such  batch  was  completed,  the 
number  of  grams  of  chlortetracycline 
hydrochloride  equivalent  per  pound,  the 
number  of  pounds  Of  powder,  the  num¬ 
ber  of  packages  of  each  size  in  the  batch, 
the  quantity  of  each  ingredient  used  in 
making  the  batch,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  and  a  statonmt 
that  each  ingre^ent  used  in  making  the 
batch  conforms  to  the  requirements  pre¬ 
scribed  therefor,  if  any.  by  this  sectiem. 

(ii)  Except  as  otherwise  provided  in 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connectiem 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  fc^owing. 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of : 

(o)  The  batch;  Potency  and  moisture. 

(b)  The  chlortetracycline  bisulfate 
used  in  making  the  batch;  Potency, 
toxicity,  moisture,  butyl  alcohol  content, 
sulfate  content,  absorptivity,  and  crys¬ 
tallinity. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)(4)(lv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following; 

(o)  The  batch:  One  1 -ounce  portion 
for  each  5.000  immediate  containers  in 
the  batch,  but  in  no  case  less  ^an  five 
1 -ounce  portions.  Such  sample  shall 
be  collected  by  taking  single  1 -ounce 
portions  at  such  intervals  throughout 
the  Axtire  time  the  containers  are  being 
filled  that  the  quantities  filled  during 
the  intervals  are  approximately  equal. 

(b)  The  chlortetracycline  blsulfate 
used  in  making  the  batch:  10  packages, 
each  containing  approximately  equal 
portions  or  not  less  than  0.5  gram,  pack¬ 
aged  in  accordance  with  the  require¬ 
ments  of  §  539.210b (a)  of  this  chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  each  other  ingredient  used 
in  making  the  batch:  One  pa4dcage  of 
each  containing  approximately  5  grams. 

(iv)  The  result  referred  to  in  para¬ 
graph  (a)  (4)  (ii)  (b)  of  this  section,  and 
the  sample  referred  to  in  paragraph  (a) 


(4)  (iii)  (b)  of  this  section  are  not  re¬ 
quired  if  such  result  or  sample  has  been 
previously  submitted. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Using-  an  accurately  weighed 
sample  of  approximately  500  milligrams, 
proceed  as  directed  in  S  446.10a(b)(l)  of 
this  chapter,  except  5  446.10a(b)  (1)  (ix) 
of  this  chapter.  Its  potency  is  satisfac¬ 
tory  if  it  contains  not  less  than  85  per¬ 
cent  and  not  more  than  125  percent  of 
the  labeled  potency. 

(2)  Moisture.  Proceed  as  directed  in 
S  440.80a(b)  (5)  (i)  of  this  chapter. 

§  546.113b  Chlortetracycline  bisulfate- 
sulfamethazine  bisulfate  soluble 
powder. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
chlortetracycline  bisulfate-sulfametha¬ 
zine  bisulfate  soluble  powder  are  de¬ 
scribed  under  S  546.113a(a) . 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chlortet¬ 
racycline  blsulfate-sulfamethazine  bisul¬ 
fate  soluble  powder  are  described  under 
:  546.113a(b) . 

(c)  Conditions  of  marketing — (1) 
Chemical  name.  Sulfamethazine:  N'~ 
(4,6  -  Dimethyl-2-pyrimidinyl)  sulfanil¬ 
amide. 

(2)  Specifications.  Meets  the  require¬ 
ments  of  S  546.113a(a). 

(3)  Sponsor.  See  Np.  010042  in  9  510.- 
600(c)  of  this  chapter. 

(4)  Special  considerations.  The  quan¬ 
tities  of  antibiotic  in  paragraph  (c)  (6)  of 
this  section  refer  to  the  activity  of  the 
msister  standard. 

(5)  Related  tolerances.  See  99  556.150 
and  556.670  of  this  chapter. 

(6)  Conditions  of  use.  It  is  used  in 
drinking  water  of  swine  as  follows: 

(i)  Amount.  250  milligrams  of  chlor¬ 
tetracycline  with  250  milligrams  of  sul¬ 
famethazine  per  gallon. 

(ii)  Indications  for  use.  Prevention 
and  treatment  of  bacterial  enteritis;  aid 
in  the  reduction  of  the  incidence  of 
cervical  abscesses;  aid  in  the  mainte¬ 
nance  of  weight  gains  in  the  presence  of 
bacterial  enteritis  and  atrophic  rhinitis. 

(ill)  Limitations.  Not  to  be  used  for 
more  than  28  consecutive  days;  withdraw 
7  days  before  slaughter;  as  sole  source  of 
chlortetracycline  and  sulfonamide. 

§  546.180  Tetracycline  oral  dosage 
forms. 

§  546.180a  Tetracycline  hydrochloride 
capsules. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
tetracycline  hydrochloride  capsules;  tet¬ 
racycline  capsules;  tetracycline  phos¬ 
phate  (xmiplex  capsules  are  described 
under  9  446.110b  of  this  chapter,  with 
the  following  exceptions: 

(1)  Standards  of  identity,  strength, 
quality,  and  purity:  It  may  contain  one 
or  more  suitable  sUlfonamides  and  harm¬ 
less  vitamin  substances.  The  contents  of 
each  capsule  shall  not  be  limited  to  50 
milligrams. 

(2)  When  it  is  packaged  for  dispensing 
and  intended  solely  for  veterinary  use: 
Its  label  and  labeling  shall  bear  the 


statement  “Warning — Not  for  use  in  ani¬ 
mals  which  are  raised  for  food  produc¬ 
tion”  and  shall  comply  With  all  of  the 
requirements  prescrited  by  9  446.1  lOb(a) 

(3)  of  this  chapter,  except  that  in  lieu 
of  the  statement  “Caution:  Federal  law 
prohibits  dispensing  without  a  prescrip¬ 
tion”,  each  package  shall  include  infor¬ 
mation  containing  directions  and  warn¬ 
ings  adequate  for  the  veterinary  use  of 
the  drug  by  the  laity  in  all  cases  except 
those  in  which  the  veterinary  prescrip¬ 
tion  statement  is  required  by  paragraph 
(c)  of  this  section.  In  those  cases,  the 
veterinary  prescription  statement  shall 
comply  with  the  req^rements  prescribed 
by  9  201.105  of  this  chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  tetracy¬ 
cline  hydrochloride  capsules,  tetracycline 
capsules,  and  tetracycline  phosphate 
complex  capsules  are  described  under 
9  446.110b  of  this  chiq^t^. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Tetracycline  ci^ules  con¬ 
form  to  the  standards  of  identity, 
strength,  quality,  and  purity  prescribed 
by  paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  9  510.600(c)  of  this 
chapter  tor  identification  of  the  sponsors 
as  listed  in  paragraph  (c)  (5)  of  this  sec¬ 
tion. 

(3)  Special  considerations.  The  quan¬ 
tity  of  tetracycline  in  paragraph  (c)  (5) 
of  this  section  refers  to  the  activity  of 
tetracycline  hydrochloride. 

(4)  [Reserved] 

(5)  Conditions  of  use.  It  is  used  as 
tetracycline  hydrochloride  for  dogs  as 
follows: 

(i)  Amount.  250  milligrams  per  cap¬ 
sule. 

(a)  Indications  for  use.  For  treatment 
of  infections  caus^  by  organisms  sen¬ 
sitive  to  tetracycline  hydrochloride,  such 
as  bacterial  gastroenteritis  due  to  E.  coli 
and  urinary  tract  infections  due  to 
Staphylococcus  spp.  and  E.  coli. 

(b)  Limitations.  Administer  orally  25 
milligrams  per  pound  of  body  weight  per 
day  given  in  divided  doses  every  6  hours; 
treatment  should  be  continued  \mtil 
symptoms  of  the  disease  have  subsided 
and  the  temperature  is  normal  for  48 
hours;  not  for  use  in  animals  which  are 
raised  for  food  production;  Federal  law 
restricts  this  drug  to  use  by  or  on  the 
order  of  a  licensed  veterinarian. 

(c)  Sponsor.  See  Nos.  000063  and 
000009  in  9  510.600(c)  of  this  chapter. 

(11)  Amount.  125,  250,  or  500  milli¬ 
grams  per  capsule. 

(a)  Indications  for  use.  For  treatment 
of  infections  <»used  by  organisms  sen¬ 
sitive  to  tetracycline  hydrochloride,  such 
as  bacterial  gastroenteritis  due  to  E.  coli 
and  urinary  tract  infections  due  to 
Staphylococcus  spp.  and  E.  coli. 

(b)  Limitations.  Administer  orally  25 
milligrams  per  pound  of  body  weight  per 
day  given  in  divided  doses  every  6  hours; 
treatment  should  be  continued  imtll 
symptoms  of  the  disease  have  subsided 
and  the  temperature  is  normal  for  48 
hours;  not  for  use  in  animals  which  are 
raised  for  food  production;  Federal  law 
restricts  this  drug  to  use  by  or  on  the 
order  of  a  licensed  veterinarian. 
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(c)  Sponsor.  See  No.  000196  in  §  510.600 
(c)  of  this  chapter. 

(iU)  Amount.  50, 100,  250,  or  500  milli¬ 
grams  per  capsule. 

(a)  Indications  for  use.  For  treat¬ 
ment  of  infections  caused  by  organisms 
sensitive  to  tetracycline  hydrochloride, 
such  as  bacterial  gastroenteritis  due  to  E. 
coli  andlirinary  tract  infections  due  to 
Staphylococcus  spp.  and  E.  coli. 

(b)  Limitations.  Administer  orally  25 
milligrams  per  pound  of  body  weight  per 
day  given  in  divided  doses  every  6  hoiirs; 
treatment  should  be  continued  until 
symptoms  of  the  disease  have  subsided 
and  the  temperature  Is  normal  for  48 
hours:  not  for  use  in  animals  which  are 
raised  for  food  production:  Federal  law 
restricts  this  drug  to  use  by  or  on  the 
order  of  a  licensed  veterinarian. 

(c)  Sponsor.  See  No.  000115  in  §  510.- 
600(c>  of  this  chapter. 

(iv)  Amount.  50,  100,  125,  250,  or  500 
milligrams  per  capsule. 

(a)  Indications  for  use.  For  treatment 
of  infections  caused  by  organisms  sensi¬ 
tive  to  tetracycline  hydrochloride,  such  as 
bacterial  gastroenteritis  due  to  E.  coli 
and  luinary  tract  infections  due  to 
Staphylococcus  spp.  and  E.  coli. 

(b)  Limitations.  Administer  orally  25 
milligrams  per  pound  of  body  weight  per 
day  given  in  divided  doses  every  6  hours: 
treatment  should  be  continued  until 
symptoms  of  the  disease  have  subsided 
and  the  temperature  is  normal  for  48 
hours:  not  for  use  in  animals  which  are 
raised  for  food  production:  Federal  law 
restricts  this  drug  to  use  by  or  on  the 
order  of  a  licensed  veterinarian. 

(c)  Sponsor.  See  No.  000172  in  §  510.- 
600(c)  of  this  chapter. 

§  546.180b  Tetracycline  tablets. 

(a)  Requirements  for  certification.  The 
requirements  for  certification  for  tetra¬ 
cycline  tablets  are  described  imder  §  546.- 
llOd(a). 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  tetracy¬ 
cline  tablets  are  described  under  8  546.- 
llOdCb). 

(c)  Conditions  of  marketing — (1) 
Specifications.  Tetracycline  tablets  con¬ 
form  to  the  standards  of  identity, 
strength,  quality,  and  purity  prescribed 
by  §  546.110d. 

(2)  Sponsor.  See  8  510.600(c)  of  this 
chapter  for  identification  of  the  sponsors 
as  listed  in  paragraph  (c)  (5)  of  this 
section. 

(3)  Special  considerations.  The  quan¬ 
tity  of  tetracycline  in  paragraph  (c)(5) 
of  this  section  refers  to  the  activity  of 
tetracycline  hydrochloride. 

(4)  [Reserved] 

(&)  Conditions  'of  use.  It  is  used  as 
tetracycline  hydrdchlorlde  in  dogs  as 
follows: 

(i)  Amount.  100,  250,  or  500  milligrams 
per  tablet. 

(ii)  Indications  for  use.  For  treatment 
of  infections  caused  by  organisms  sensi¬ 
tive  to  tetracycline  hydrochloride,  such 
as  bacterial  gastroenteritis  due  to  E.  coli 
and  urinary  tract  infections  due  to 
Staphylococcus  spp.  and  E.  coli. 


(iii)  Limitations.  Administer  orally  25 
milligrams  per  poimd  of  body  weight  per 
day  given  in  divided  doses  every  6  hours ; 
treatment  should  be  continued  until 
symptoms  of  the  disease  have  subsided 
and  the  temperature  is  normal  for  48 
hours;  not  for  use  in  animals  which  are 
raised  for  food  production:  Federal  law 
restricts  this  drug  to  use  by  or  on  the 
order  of  a  licensed  veterinarian. 

(iv)  Sponsor.  See  No.  000196  in 
8  510.600(c)  of  this  chapter. 

§  546.180c  Tetracycline  boluses. 

(a)  Requirements  for  certification.  The 
requirements  for  certification  for  tetra¬ 
cycline  boluses  are  described  under 
8  546.110d(a). 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  tetra¬ 
cycline  boluses  are  described  under 
8  546.110d(b). 

(c)  Conditions  of  marketing — (1) 
Specifications.  Tetracycline  boluses  con¬ 
form  to  the  standards  of  identity, 
strength,  quality,  and  purity  prescribed 
by  8  546.1  lOd  of  this  chapter. 

(2)  Sponsor.  See  8  510.600(c)  of  this 
chapter  for  identification  of  the  spon¬ 
sors  as  listed  in  paragraph  (c)  (5)  of  this 
section. 

(3)  Special  considerations.  The  quan¬ 
tity  of  tetraw^ycllne  in  paragraph  (c)  (5) 
of  this  section  refers  to  the  activity  of 
tetracycline  hydrochloride. 

(4)  Related  tolerances.  See  8  556.720 
of  this  chapter. 

(5)  Conditions  of  use.  (i)  It  is  used  as 
tetracycline  hydrochloride  in  calves  as 
follows: 

(a)  Amount.  500  milligrams  per  bolus. 

(1)  Indications  for  use.  For  treatment 
of  pneumonia,  shipping  fever,  and  pneu- 
monenteritis. 

(2)  Limitations.  Administer  orally  10 
milligrams  per  pound  of  body  weight  per 
day  divided  into  2  daily  doses  for  not 
more  than  5  days:  do  not  slaughter  ani¬ 
mals  for  food  within  12  days  of  treat¬ 
ment:  as  sole  source  of  tetracycline:  for 
use  by  or  on  the  order  of  a  licensed  veter¬ 
inarian. 

(3)  Sponsor.  See  Nos.  000009  and 
000069  in  8  510.600(c)  of  this  chapter. 

(b)  Amoimt.  500  milligrams  per  bolus. 

(1)  Indications  for  use.  For  treatment 
of  bacterial  pneumonia  caused  by  orga¬ 
nisms  susceptible  to  tetracycline,  and 
bacterial  enteritis  caused  by  E.  coli  and 
salmonella  organisms  susceptible  to 
tetracycline. 

(2)  Limitations.  Administer  orally  10 
milligrams  per  pound  of  body  weight  per 
day  divided  into  2  daily  doses  for  not 
more  than  5  days:  do  not  slaughter  ani¬ 
mals  for  food  within  12  days  of  treat¬ 
ment;  as  sole  source  of  tetrswiycline;  Fed¬ 
eral  law  restricts  this  drug  to  use  by  or  on 
the  order  of  a  licensed  veterinarian. 

(3)  Sponsor.  See  No.  000009  in  8  510.- 
600(c)  of  this  chapter. 

(ii)  It  is  used  as  tetracycline  hydro¬ 
chloride  for  sheep  as  follows: 

(a)  Amount.  500  milligrams  per  bolus. 

(b)  Indications  for  use.  For  treatment 
of  pneumonia,  shipping  fever,  pneumoen¬ 
teritis  complex,  and  bacterial  enteritis 
(scours). 


(c)  Limitations.  Administer  orally  10 
milligrams  per  pound  of  body  weight  per 
day  divided  into  2  daily  doses  for  not 
more  than  4  days;  do  nc^  slaughter  ani¬ 
mals  for  food  within  5  days  of  treatment; 
as  sole  source  of  tetracycline. 

(d)  Sponsor.  See  Nos.  000009  and 
000069  in  8  510.600(c)  of  this  chapter. 


§  546.180d  Tetracycline  soluble  powder. 

(a)  Requirements  for  certification.  The 
requirements  for  certification  for  tetra¬ 
cycline  soluble  powder  are  described  un¬ 
der  8  546.110c(a). 

(b)  Tests  and  methods  of  assay.  ITie 
tests  and  methods  of  assay  for  tetracy¬ 
cline  soluble  powder  are  described  tmder 
8  546.110c(b). 

(c)  Conditions  of  marketing — (1) 
Specifications.  Tetracycline  soluble  pow¬ 
der  conforms  to  the  standards  of  iden¬ 
tity,  strength,  quality,  and  purity  pre¬ 
scribed  by  8  546.110c. 

(2)  Sponsor.  See  8  510.600(c)  of  this 
chapter  for  identification  of  the  sponsors 
as  listed  in  i}aragraidi  (c)  (5)  of  this 
section. 

(3)  Special  considerations.  The  quan¬ 
tity  of  tetracycline  in  paragraph  (c)  (5) 
of  this  section  refers  to  the  activity  of 
tetracycline  hydrochloride. 

(4)  Related  tolerances.  See  8  556.720 
of  this  chapter. 

(5)  Conditions  of  use.  (i)  It  is  used  as 
tetracycline  hydrochloride  in  drinking 
water  for  calves  as  follows: 

(a)  Amount.  100  to  200  milligrams  per 
gallon. 

(1)  Indications  for  use.  As  an  aid  in 
prevention  of  bacterial  diarrhea,  bac¬ 
terial  pneumonia,  and  shipping  fever 
(hemorrhagic  septicemia). 

(2)  Limitations.  Administer  for  not 
more  than  5  days;  do  not  slaughter  ani¬ 
mals  for  food  purposes  within  5  days  of 
treatment:  prepare  a  fresh  solution 
dally:  as  sole  source  of  tetracycline. 

(3)  Sponsor.  See  Nos.  000009  and 
000069  in  8  510.600(c)  of  this  chapter. 

(b)  Amount.  200  to  400  milligrams  per 
gallon. 

(1)  Indications  for  use.  For  treatment 
of  bacterial  diarrhea,  bacterial  pneumo¬ 
nia,  and  shipping  fever  (hemorrhagic 
septicemia). 

(2)  Limitations.  Administer  for  not 
more  than  5  days;  do  not  slaughter  ani¬ 
mals  for  food  purposes  within  5  days  of 
treatment;  prepare  fresh  solution  daily; 
as  sole  source  of  tetracycline. 

(3)  Sponsor.  See  Nos.  000009  and 
000069  in  8  510.600(c)  of  this  chapter, 
'-/ii)  It  is  used  as  tetracycline  hydro¬ 
chloride  in  water  or  milk  for  newborn 
pigs  as  follows: 

(a)  Amount.  52  milligrams  per  day. 

(b)  Indications  for  use.  For  treatment 
of  bacterial  enteritis  and  bacterial  pneu¬ 
monia. 

(c)  Limitations.  Administer  for  not 
more  than  3  days:  do  not  slaughter  ani¬ 
mals  for  food  purposes  within  4  days  of 
treatment;  prepare  a  fresh  solution 
dally;  as  sole  source  of  tetracycline. 

(d)  Sponsor.  See  Nos.  000009  and 
000069  in  8  510.600(c)  of  this  chapter. 
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(iii)  It  is  used  as  tetracycline  hydro¬ 
chloride  in  drinking  water  for  swine  as 
follows ; 

(a)  Amount.  100  to  200  milligrams  per 
gallon. 

(1)  Indications  for  use.  As  an  aid  in 
prevention  of  bacterial  enteritis. 

(2)  Limitations.  Do  not  slaughter  ani¬ 
mals  for  food  purposes  within  4  days  of 
treatment;  prepare  a  fresh  solution 
daily;  as  sole  source  of  tetracycline. 

(3)  'Sponsor.  See  Nos.  000009  and 
000069  in  §  510.600(c)  of  this  chapter. 

(b)  Amount.  200  to  400  miiligrams  per 
gallon. 

(f)  Indications  for  use.  As  an  aid  in 
prevention  of  bacterial  pneumonia;  for 
treatment  of  bacterial  enteritis. 

(2)  Limitations.  Do  not  slaughter  ani¬ 
mals  for  food  purposes  within  4  days  of 
treatment;  prepare  a  fresh  solution 
daily;  as  sole  source  of  tetracycline. 

(3)  Sponsor.  See  Nos.  000009  and 
000069  in  $  510.600(c)  of  this  chapter. 

(c)  Amount.  400  milligrams  per  gal¬ 
lon. 

(f )  Indications  for  use.  For  treatment 
of  bacterial  pneumonia. 

(2)  Limitations.  Do  not  slaughter  ani¬ 
mals  for  food  purpose  within  4  days  of 
treatment;  prepare  a  fresh  solution 
daily;  as  sole  source  of  tetracycline. 

(3)  Sponsor.  See  Nos.  000009  and 
000069  in  §  S10.600(c)  of  this  chapter. 

(iv)  It  is  used  as  tetracycline  hydro¬ 
chloride  in  drinking  water  for  turkeys 
and  chickens  as  follows: 

(a)  Amount.  100  to  200  milligrams  per 
gallon. 

(f)  Indications  for  use.  As  an  aid  in 
prevention  of  chronic  respiratory  disease 
(air-sac  infection),  hexamitiasls,  blue 
comb  (nonspecific  enteritis).  Infectious 
sinusitis,  and  synovitis. 

(2)  Limitations.  Administer  for  not 
more  thsin  21  days;  do  not  slaughter 
birds  for  food  within  4  days  of  treat¬ 
ment;  not  for  use  in  chickens  and  tur¬ 
keys  producing  eggs  for  human  consump¬ 
tion;  prepare  fresh  solution  daily;  as  sole 
source  of  tetracycline. 

(3)  Sponsor.  See  Nos.  000009  and 
000069  in  S  510.600(c)  of  this  chapter. 

(b)  Amount.  200  to  400  milligrams  per 

gallon.  * 

(1)  Indications  for  use.  For  treatment 
of  chronic  respiratory  disease  (air-sac 
infection) ,  hexamitiasls,  blue  comb  (non¬ 
specific  enteritis),  infectious  sinusitis, 
and  synovitis. 

(2)  Limitations.  Administer  for  not 
more  than  21  days;  do  not  slaughter  birds 
for  food  within  4  days  of  treatment;  not 
for  use  in  chickenc  and  turkeys  produc¬ 
ing  eggs  for  human  consumption;  pre¬ 
pare  a  fresh  solution  daily;  as  sole  source 
of  tetracycline. 

(3)  Sponsor.  See  Nos.  000009  and 
000069  in  §  510.600(c)  of  this  chapter. 

§  346.180e  Tetracycline  oral  liquid. 

(a)  Requirements  for  certification — 

(1)  The  requirements  for  certification 
for  chlortetracycllne  calcium  sirup 
(chlortetracycllne  calcium  oral  drops) ; 
tetracycline  sirup  (tetracycline  oral 
drops) ;  tetracycline  magnesium  sirup 
(tetracycline  magnesium  oral  drops)  are 


described  under  S  446.111  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
S  446.111(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement,  “(Taution : 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity  and  the  state¬ 
ment,  "Warning — Not  for  use  in  animals 
which  are  raised  for  food  production." 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chlor¬ 
tetracycllne  calcium  sirup  (chlortetra- 
cycline  calcium  oral  drops) ,  tetracycline 
sirup  (tetracycline  oral  drops),  tetracy¬ 
cline  magnesium  sirup  (tetracycline 
magnesium  oral  drops),  are  described 
under  §  446.111  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Tetracyline  oral  liquid 
conforms  to  the  standards  of  identity, 
strength,  quality,  and  purity  prescribed 
by  paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  §  510.600(c)  of  this 
chapter  for  identification  of  the  sponsors 
as  listed  in  paragraph  (c)(5)  of  this 
section. 

(3)  Special  considerations.  The  quan¬ 
tity  of  tetracycline  in  paragraph  (c)  (5) 
of  this  section  refers  to  the  activity  of 
tetracycline  hydrochloride. 

(4)  [Reserved] 

(5)  Conditions  of  use.  It  is  used  as  tet¬ 
racycline  as  follows; 

(1)  Dogs — (a)  Amount.  25  or  100  milli¬ 
grams  per  milliliter. 

(b)  Indications  for  use.  For  treatment 
of  infections  caused  by  organisms  sen¬ 
sitive  to  tetracycline  hydrochloride,  such 
as  bacterial  gastroenteritis  due  to  E. 
coli  and  urinary  tract  infections  due  to 
Staphylococcus  spp.  and  E.  coli. 

(c)  Limitations.  Administer  orally  25 
milligrams  per  pound  of  body  weight  per 
day  given  in  divided  doses  every  6  hours; 
treatment  should  be  continued  until 
symptoms  have  subsided  and  the  tem¬ 
perature  is  normal  for  48  hours;  not  for 
use  in  animals  which  are  raised  for  food 
production;  Federal  law  restricts  tois 
drug  to  use  by  or  on  the  order  of  a  li¬ 
censed  veterinarian. 

(d)  Sponsor.  See  No.  000196  in  §  510.- 
600(c)  of  this  chapter. 

(il)  Dogs  and  cats — (a)  Amount.  100 
milligrams  per  milliliter. 

(b)  Indications  for  use.  For  treatment 
of  infections  caused  by  organisms  sus¬ 
ceptible  to  tetracycline  hydrochloride, 
such  as  bacterial  gastroenteritis  due  to  E. 
coli  and  urinary  tract  infections  due  to 
Staphylococcus  spp.  and  E.  coli. 

(c)  Limitations.  Administer  orally  25 
milligrams  per  pound  of  body  weight  per 
day  given  in  divided  doses  every  6  hours; 
treatment  should  be  continued  until  the 
temperature  has  been  normal  for  48 
how's;  not  for  use  in  food-producing  ani¬ 
mals;  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

(d)  Sponsor.  See  No.  000009  in  §  510.- 
600(c)  of  this  chapter. 


§  S46.180f  Tetracycline  oral  suspension. 

(a)  Requirements  for  certification — 

( 1 )  The  requirements  for  certification  for 
tetracycline  hydrochloride  oral  stispen- 
sion  (tetracycline  hydrochloride  homoge¬ 
nized  mixture) ;  tetracycline  phosphate 
complex  oral  suspension  (tetracycline 
phosphate  complex  oral  drops) ;  tetra¬ 
cycline  hydrocldorlde  oral  solution;  tet¬ 
racycline  calcium  oral  suspension;  tet¬ 
racycline  oral  suspension  are  described 
under  }  446.181c  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  ccunply 
with  all  the  requirements  prescribed  by 
§  446.181c(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement,  “Caution; 
Federal  law  prohibits  dispensing  with¬ 
out  prescription,"  each  package  shall  in¬ 
clude  information  containing  directions 
and  warnings  adequate  for  the  veterinary 
use  of  the  drug  by  the  laity  and  the  state¬ 
ment.  “Warning — Not  for  use  in  animals 
which  are  raised  for  food  production." 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  tetracy- 
cycline  hydrochloride  oral  suspension 
(tetracycline  hydrochloride  homogenized 
mixture) ;  tetracycline  phosphate  com¬ 
plex  oral  suspension  (tetracycline  phos¬ 
phate  complex  oral  drops) ;  tetracycline 
hydrochloride  oral  solution;  tetracycline 
calcium  oral  suspension;  tetracycline 
oral  suspension  are  described  under 
§  446.181c  of  this  chapter. 

Subpart  B — [Reserved] 

Subpart  C — Ophthalmic  and  Topical 
Do^ge  Forms 

§  546.312  Chlortetracycline/tetracycline 
ophthalmic  and  topical  dosage  forms. 

§  546.31 2a  Chlortetracycllne  -  n  e  o  m  y> 
cin-streptomycin  /  dihydrostreptomy¬ 
cin  ointment;  tetracycline  hydrochlo¬ 
ride-neomycin-streptomycin  /  dihy- 
drostreptoniycin  ointment. 

(a)  Requirements  for  certification — 
( 1 )  Chlortetracycline-neomycln  -  strep¬ 
tomycin  ointment,  chlortetracycline-ne- 
omycin-dUiydrostreptomydn  ointment, 
tetracycline  hydrochloride-neomycln- 
streptomycln  ointment,  and  tetracycline 
hydrochloride  -  neomycin  -dlhydrostrep- 
tomycin  ointment  conform  to  all  require¬ 
ments  and  are  subject  to  all  procedwres 
prescribed  by  §  446.510a(a)  of  this  chap¬ 
ter  for  chlortetracycllne  hydrtxihlorlde 
ointment  and  tetracycline  hydrochloride 
ointment,  except  that; 

(i)  They  contain  not  less  than  28 
milUgrams  of  chlortetracycllne  hydro¬ 
chloride  or  tetracycline  hydrochloride 
per  gram. 

(li)  They  contain  not  less  than  14 
milligrams  of  neomycin  per  gram.  The 
neomycin  used  conforms  to  the  stand¬ 
ards  prescribed  by  S  444.42(a)  (1)  (i)  (v) , 
and  <vi)  of  this  chapter. 

(iii)  They  contain  not  less  than  14  mil¬ 
ligrams  of  streptomycin  or  dlhydrostrep- 
tomycin  per  gram.  The  streptomycin 
used  conforms  to  the  standards  pre¬ 
scribed  by  §  444.70a(a)  (1)  of  this  chap¬ 
ter,  except  paragraph  (a)(1)  (ii),  (iii), 
(iv),  and  (v)  of  that  section.  Hie  di¬ 
hydrostreptomycin  used  ewiforjns  to  the 
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standards  prescribed  by  §  444.10a  (a)  of 
this  cluster,  except  the  standards  for 
sterility,  toxicity,  pyrogens,  and  hista¬ 
mine. 

(2)  Its  expiration  date  shall  be  36 
months  after  the  mmith  during  which 
the  batch  was  certlhed 

(3)  In  addition  to  complying  with  the 
requirements  of  §  446.510a(a)  (4)  of  this 
chapter,  a  person  who  requests  certifi¬ 
cation  of  a  batch  shall  submit  with  his 
request  a  statement  showing  the  batch 
marks  and  (unless  they  were-previously 
submitted)  the  results  and  dates  of  the 
latest  tests  and  assays  of  the  nemnycin 
and  streptomycin  or  dihydrostreptomy¬ 
cin  used  in  making  the  batch  for  potency, 
moisture,  pH,  streptomycin  content  of 
the  dihydrostreptomycin  and  crystallin¬ 
ity  if  it  is  crystalline  dihydrostreptomy¬ 
cin.  He  shall  also  submit  in  ccmnection 
with  his  request  a  sample  consisting  of 
not  less  than  8  packages  of  such  ointment 
and  (unless  they  were  previously  submit¬ 
ted)  accurately  representative  samples 
of  the  following,  in  the  quantities  indi¬ 
cated: 

(i)  The  neomycin  used  in  making  the 
batch:  5  packages,  each  containing  ap¬ 
proximately  equal  portions  of  not  less 
than  0.5  gram. 

(ii)  The  streptomycin  or  dihydrostrep- 
fomycin  used  in  making  the  batch;  6 
packages,  each  containing  approximate' 
equal  portions  of  not  less  than  0.5  gram. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Chlortetracycline  content. 
Proceed  as  directed  in  S  446.10a(b) 
(l)(vlii)  of  this  chapter,  except  pre¬ 
pare  the  sample  by  one  of  the  fol¬ 
lowing  methods:  Place  an  accurately 
weighed  sample  of  approximately  1 
gram  in  an  extraction  fuimel  pre¬ 
pared  by  fusing  a  ground-glass  joint 
to  the  top  of  a  medium-porosity 
sintered-glass  filter  funnel  (30-milli¬ 
meter  diameter).  Wash  with  five  10- 
milliliter  portions  of  warm  iso-octane 
and  draw  off  the  ointment  base  under 
vacuum.  Discard  the  iso-octane  wash¬ 
ings.  Wash  the  residue  in  the  funnel  four 
times  with  10-millillter  portions  of  0.3 
percent  piperidine  in  acetone  solution. 
Withdraw  each  washing  under  vacuiun. 
Combine  the  four  washings  in  a  100- 
miUUiter  volumetric  fiask  and  make  to 
maik  with  0.1  ilf  potassium  i^osphate 
buffer.  pH  4.5.  Ihe  solution  for  assay 
may  also  be  prepared  by  placing  a  rep¬ 
resentative  portion  of  the  sample  (usu¬ 
ally  1.0  gram,  accurate  weighed)  in  a 
glass  blending  Jar  containing  199  miUl- 
Uters  of  0.01  N  HCl  and  1  rnilimter  of 
polysorbate  80.  Using  a  high-speed 
blraider,  blend  the  mixture  for  2  to  3 
minutes  and  make  proper  estimated 
dilutions  using  0.1  M  potassium  irfios- 
phate  buffer,  pH*  4.5.  Its  content  of 
chlortetracycline  is  satisfactory  if  it  con¬ 
tains  not  less  than  85  percent  of  the 
number  of  milligrams  per  gram  of  oint¬ 
ment  that  it  is  represented  to  contain 

(ii)  Tetracycline  hydrochloride  con¬ 
tent.  Prepare  the  sample  as  directed  in 
paragraph  (b)(1)  (1)  of  this  section 
and  proceed  as  directed  in  §  446.81a(b) 
of  this  chapter.  Its  content  of  tetra¬ 
cycline  hydrochloride  is  satisfactory  if 
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it  contains  not  less  than  85  percent  of 
the  nmnber  of  milligrams  per  gram  of 
ointment  that  it  is  represented  to 
contain. 

(ill)  Neomycin  content.  The  residue 
mnaining  in  the  funnel  after  the  ex¬ 
traction  described  in  paragraph  (b)(1) 
(i)  of  this  section  contains  the  neomycin 
and  streptomycin  or  dihydrostreptomy- 
cln.  Wash  this  residue  five  times,  using 
10-milliliter  aliquots  of  0.1  M  potassium 
phosphate  buffer,  pH  8.0,  drawing  each 
washing  off  tmder  vacuum.  Combine  the 
washings  in  a  100-mllliliter  volumetric 
flask  and  make  to  mark  with  0.1  M  po¬ 
tassium  phosphate  buffer.  pH  8.0.  Using 
an  aliquot  of  this  aqueous  solution, 
proceed  as  directed  in  §  436.105  of 
this  chapter.  If  Staphylococcus  epider- 
midis  is  xised  as  the  test  organism,  pro¬ 
ceed  as  directed  in  §  448.510d(b)  (1)  (ii) 
of  this  chapter.  The  content  of  neomycin 
is  satisfactory  if  it  contains  not  less  than 
85  percent  of  the  nmnber  of  milligrams 
per  gram  of  ointment  that  it  is  repre¬ 
sented  to  contain. 

(iv)  Streptomycin  content.  Using  an 
aliquot  of  the  aqueous  solution  prepared 
as  directed  in  paragraph  (b)(1)  (iii)  of 
this  section,  proceed  as  directed  in 
§  444.70a(b)  (1)  (1)  through  (ix)  of  this 
chapter.  The  content  of  streptomycin 
is  satisfactory  if  it  contains  not  less  than 
85  percent  of  the  number  of  milligrams 
per  gram  of  ointment  that  it  is  repre¬ 
sented  to  contain. 

(V)  Dihydrostreptomycin  content.  Us¬ 
ing  an  aliquot  of  the  aqueous  solution 
prepared  as  directed  in  paragraph  (b) 
(1)  (iii)  of  this  section,  and  the  dihydro¬ 
streptomycin  working  standard  as  the 
standard  of  comparison,  proceed  as  di¬ 
rected  in  8  444.7ba(b)  (1)  (i)  through 
(ix)  of  this  chapter.  The  content  of  di¬ 
hydrostreptomycin  is  satisfactory  if  it 
contains  not  less  than  85  percent  of  the 
number  of  milligrams  per  gram  of  oint¬ 
ment  that  it  is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
8  540.380a(b)  (2)  of  this  chapter. 

§  546.312b  Chlortetracycline/chlortetra- 
cycline  hydrochloride/ tetracycline 

hydrochloride  ophthalmic. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  chlortetracycline  ophthalmic  (chlor¬ 
tetracycline  hydrochloride  ophthalmic) ; 
tetracycline  hydrochloride  ophthalmic 
are  described  under  8  446.310a  of  this 
chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use.  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
8  446.310a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  disijensing  without 
prescription’’,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chlor¬ 
tetracycline  ophthalmic  (chlortetracy¬ 
cline  hydrochloride  ophthalmic) ;  tetra¬ 
cycline  hydrochloride  ophthalmic  are  de¬ 
scribed  imder  8  446.310a  of  this  chap¬ 
ter. 


§  546.381  Tetracydine  hydrochloride 
ophthalmic  and  topical  dosage  forms. 

§  546.381a  Tetracydine  hydrochloride- 
neomycin  topical  spray  ointment. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  tetracycline  hydrochloride-neomycin 
spray  topical  ointment  are  described 
under  §  446.581a  of  this  chapter. 

(2)  When  it  is  p{u:kaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use,  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
8  446.581a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription’’,  each  package  shall  include 
information  containing  directions  ade¬ 
quate  for  the  veterinary  use  of  the  drug 
by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  tetra¬ 
cycline  hydrochloride-neomycin  spray 
topical  ointment  are  described  under 
8  446.581a  of  this  chapter. 

§  546.381b  Tetracycline  hydrochloride- 
neomycin  in  oil  suMpennion. 

(a)  Requirements  for  certification. 
’The  requirements  for  certification  for 
tetracycline  hydrochloride-neomycin  in 
oil  suspension  are  described  under  §  446.- 
581b  of  this  chapter,  except,  if  it  is  in¬ 
tended  solely  for  veterinary  use,  it  may 
contain  one  or  more  suitable  fungicides 
and  miticides.  If  it  contains  such  ingre¬ 
dients,  the  labeling  shall  bear  the  name 
and  quantity  of  each  contained  in  each 
milliliter. 

(b)  Tests  and  methods  of  assay.  ’The 
tests  and  methods  of  assay  for  tetra¬ 
cycline  hydrochloride-neomycin  in  oil 
suspension  are  described  under  8  446.- 
581b(b)  of  this  chapter,  except,  if  it  is 
intended  solely  for  veterinary  use,  it  may 
contain  one  or  more  suitable  fungicides 
and  miticides.  If  it  contains  such  ingre¬ 
dients,  the  labeling  shall  bear  the  name 
and  quantity  of  each  contained  in  each 
milliliter. 

Subpart  D — Otic  Dosage  Forms 

§  546.481  Tetracycline  hydrochloride 
otic. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  tetracycline  hydrochloride  otic  (te¬ 
tracycline  hydrochloride  for  ear  solu¬ 
tion)  are  described  under  8  446.481  of 
this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  it  is  intended  solely  for  veteri¬ 
nary  use,  its  label  and  labeling  shall  com¬ 
ply  with  all  the  requirements  prescribed 
by  8  446.481(a)  (3)  of  this  chapter  except 
that  in  lieu  of  the  statement  “Caution; 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  tetra¬ 
cycline  hydrochloride  otic  (tetracycline 
hydrochloride  for  ear  solution)  are  de¬ 
scribed  uniler  8  446.481  of  this  chapter. 
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Subparts  E  and  F  [Resarved] 
Subpart  G — Rectal  Dosage  Forms 

§  546.713  Chlortetracycline/chlortetra- 
cycline  hydrochloride/tetracycline 
hydrochloride  suppositories. 

(a)  Requirements  for  'certification — 

( 1 )  The  requirements  for  certification  for 
chlortetracycline  suppositories  (chlor- 
tetracycllne  hydrochloride  supposi¬ 
tories)  :  tetracycline  hydrochloride  sup¬ 
positories  are  described  under  9  446.610a 
of  this  chapter. 

(2)  When  it  is  packaged  for  dispensing 
and  Intended  solely  for  veterinary  use, 
its  label  and  labeling  shall  comply  with 
all  the  requirements  prescribed  by 
§  446.610a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  .statement,  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  pcu:kage  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity  and  the  state¬ 
ment,  “Warning — Not  for  use  in  animals 
which  are  raised  for  food  production.” 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chlortet¬ 
racycline  suppositories  (chlortetracycline 
hydrochloride  suppositories) ;  tetracy¬ 
cline  hydrochloride  suppositories  are  de¬ 
scribed  under  9  446.610a  of  this  chapter. 


PART  548— CERTIFIABLE  PEPTIDE 
ANTIBIOTIC  DRUGS  FOR  ANIMAL  USE 
Subpart  A — Oral  Dosaga  Forma 

Sec. 

548.110  Bacitracin  powder. 

548.111  Feed  grade  manganese  bacitracin 

powder  oral. 

548.112  Bacitracin  methylene  dlaallcylate 

oral  doeage  forms. 

548.112a  Soluble  bacitracin  methylene  dl- 
sallcylate. 

548.112b  Tablets  bacitracin  methylene  dl- 
sallcylate  and  streptomycin  sul¬ 
fate  oral. 

548  112c  Capsules  bacitracin  methylene  di- 
salicylate  and  streptomycin  sul¬ 
fate  oral. 

548.11 2d  Powder  bacitracin  methylene  dlsali- 
cylate  and  streptomycin  sulfate 
oral. 

548.113  Crude,  tmreflned,  feed  grade  bacl- 

tracin/zinc  bacitracin  powder 
oral. 

548.114  Zinc  bacitracin  oral. 

Subpart  B — Implantation  or  Injactabla  Oosaga 
Forms 

548.212  Bacitracin  methylene  dlaallcylate 
tablets;  bacltracln/zlnc  bacitracin 
implantation  pellets. 

Subpart  C — Ophthalmic  and  Topical  Dotage 
Forms 

548.310  Bacitracin  ophthalmic  and  topical 
dosage  forms. 

548.310a  Bacitracin  ophthalmic. 

548.310b  Bacitracin  -  polymyxin  -  neomycin 
ointment. 

548.313  Bacltracln/zlnc  bacitracin  ophthal¬ 

mic  and  topical  dosage  forms. 
548.313a  Bacltracln/zlnc  bacltracln-neomy- 
cln-polymyxln  powder  topical. 
548.313b  Bacltracln/zlnc  bacitracin  oint¬ 
ment. 

548.314  Zinc  bacitracin  ophthalmic  and  top¬ 

ical  dosage  forms. 

548.314a  Zinc  bacitracin,  polymyxin  B  sul¬ 
fate,  neomycin  sulfate  ophthalmic 
olntmeKl. 


Sec. 

648.314b  Zinc  bacitracin,  polymyxin  B  sul¬ 
fate,  neomycin  sulfate,  hydrocorti¬ 
sone  acetate,  ophthalmic  oint¬ 
ment. 

Authoeitt:  Secs.  607,  612,  68  Stat.  463  as 
amended,  82  SUt.  343-351  (21  UJ3.C.  367, 
360b) . 

Subpart  A — Oral  Dosage  Forms 
§  548.110  Bacitracin  powder. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
qutility  and  purity.  Bacitracin  powder 
is  bacitracin,  with  or  without  suitable 
and  harmless  buffer  substances,  preserv¬ 
atives,  dilutents,  colorings,  and  flavor¬ 
ings.  It  contains  the  equivalent  of  not 
less  than  10  grams  of  the  bacitracin  mas¬ 
ter  standard  per  pound.  Its  moisture  con¬ 
tent  is  not  more  than  5  percent.  The 
bacitracin  used  conforms  to  the  stand¬ 
ards  prescribed  therefor  by  9  448.10a(a) 
(1)  of  this  chapter,  except  paragraph 
(a)(1)  (11),  (iv),  and  (vill)  of  that  sec¬ 
tion.  Each  other  substance  used,  if  its 
name  is  recognized  in  the  U.  S.  P.  or  N.  P., 
conforms  to  the  standards  prescribed 
therefor  by  such  ofBcial  compendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  containers  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.  The 
composition  of  the  immediate  containers 
shall  be  such  as  will  not  cause  any  change 
in  the  strength,  quality,  or  pijrity  of  the 
contents  beyond  any  limit  therefor  in  ap¬ 
plicable  standards,  except  that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(3)  Labeling.  Each  package  shall  bear 
on  its  label  or  labeling,  as  herlnafter 
indicated,  the  following: 

(i)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(a)  The  batch  mark. 

(b)  The  niunber  of  units  of  bacitrsu:in 
per  gram,  the  number  of  grams  of  baci¬ 
tracin  activity  per  pound,  and  the  weight 
of  the  drug  in  the  immediate  container. 

(c)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in  with 

the  date  that  is  18  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified. 

(d)  The  statement  “For  oral  veter¬ 
inary  use  only.” 

(e)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  it  shall  be 
labeled  in  accoit^ce  with  the  reqxiire- 
ments  of  paragraph  (c)  of  this  section 
and  Part  558  of  this  chapter. 

(ii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  and  warnings  for  the 
veterinary  use  of  such  drug  by  the  laity. 

(4)  Request  for  certification;  samples. 
(i)  In  addition  to  complying  with  the 
requirements  of  9  514.50  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unless  it  was 
previously  submitted)  the  date  on  which 
the  latest  assay  of  the  bacitracin  used 
in  making  such  batch  was  completed. 


the  (luantity  of  each  ingredient  used  in 
mak^  the  batch,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  and  a  statement 
that  each  other  Ingredient  used  con¬ 
forms  to  the  requlrwnents  preecribed 
therefor  by  this  section. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(a)  The  batch:  Units  of  bacitracin 
per  gram,  and  moisture. 

(b)  llie  bacitracin  used  in  making 
the  batch:  Potency,  toxicity,  moisture, 
pH,  and  ash  content. 

(ill)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(a)  The  batch:  1  immediate  container 
for  each  5,000  immediate  containers  in 
the  batch,  but  in  no  case  less  than  6  im¬ 
mediate  containers,  unless  each  such 
container  is  packaged  to  contain  more 
than  30  grams,  in  which  case  the  sample 
shall  consist  of  30  grams  for  each  5,000 
Immediate  containers  in  the  batch,  but 
in  no  case  less  than  six  30-gram  por¬ 
tions  or  more  than  twdve  30-gram  por¬ 
tions.  Such  samples  shall  be  collected  by 
taking  single  immediate  containers  or 
30-gram  porticms  at  such  intervals 
throughout  the  entire  time  of  packaging 
the  batch  that  the  quantities  packaged 
during  the  intervals  are  approximately 
equal. 

(b)  The  bacitracin  used  in  making  the 
batch:  6  packages,  each  ccmtaining  ap¬ 
proximate  equal  portions  of  not  less 
than  500  milligrams,  packaged  in  ac¬ 
cordance  with  the  requirements  of 
9  448.10a(a)  (2)  of  this  chapter. 

(c)  In  case  of  an  initial  request  for 
certiflcaticm,  each  other  substance  used 
In  making  the  batch:  1  package  of  each 
containing  approximately  5  grams. 

(iv)  No  result  referred  to  in  paragraph 
(a)  (4)  (ii)  (b)  of  this  section,  and  no 
sa.iiple  referred  to  in  paragraph  (a)  (4) 

(iii)  (b)  of  this  section,  is  required  if 
such  result  or  sample  has  been  previously 
submitted. 

(b)  Tests  and  methods  of  assay — 
(1)  Potency.  Proceed  as  directed  in 
9  448.10a(b)  (1)  (i)  of  this  chapter,  ex¬ 
cept  in  lieu  of  the  directions  for  prepar¬ 
ing  the  sample  in  §  448.10a(b)  (1)  (i)  (b) 
of  this  chapter,  prepare  the  sample  as 
follows:  Place  an  accurately  weighed 
sample  of  approximately  1  to  5  grams  in 
a  100-milliliter  volumetric  flask,  dissolve 
in  1  percent  phosphate  buffer,  and  dilute 
to  100  milliliters  with  1  percent  phos¬ 
phate  buffer.  Dilute  a  suitable  aliquot 
with  1-percent  phosphate  buffer  to  a 
concentration  of  1  unit  per  millili¬ 
ter  (estimated).  Its  potency  is  satisfac¬ 
tory  if  it  contains  not  less  than  85  per¬ 
cent  of  the  number  of  units  of  bacitracin 
per  poimd  that  it  is  represented  to 
contain. 
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(2)  Moisture.  Proceed  as  directed  in 
§  440,80a(b)  (5)  (i)  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Bacitracin  is  the  antibi¬ 
otic  substance  produced  by  growth  of 
Bacillus  siibtilis  var.  Tracy  or  the  same 
antibiotic  substance  produced  by  other 
means,  and  for  the  purpose  of  this  sec¬ 
tion  refers  to  bacitracin  or  feed  grade 
bacitracin. 

(2)  Sponsor.  See  No.  032707  in 
S  510.600(c)  of  this  chapter. 

(3)  Special  considerations.  Antibiotic 
activities  authorized  are  expressed  in  this 
section  in  terms  of  the  weight  of  the 
appropriate  antibiotic  standard. 

(4)  Related  tolerances.  See  §  556.70  of 
this  chapter. 

(5)  Conditions  of  use.  It  is  used  in 
drinking  water  as  follows: 

(1)  Chickens — (a)  Amount  per  gallon. 
100  to  200  milligrams. 

it)  Indications  for  use.  Prevention  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection)  ;  blue  comb  (nonspecific  infec¬ 
tious  enteritis) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(b)  Amount  per  gallon.  200  to  1,000 
milligrams. 

(f)  Indications  for  use.  Treatment  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection)  ;  blue  comb  (nonspecific  infec¬ 
tious  enteritis). 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(ii)  Swine — (a)  Amount  per  gallon. 
100  to  200  milligrams. 

(1)  /TidicaftoTw /or  use.  Aid  in  preven¬ 
tion  of  bacterial  swine  enteritis  (scours) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  dally. 

(b)  Amount  per  gallon.  200  milligrams. 

(1)  Indications  for  use.  Treatment  of 
bacterial  swine  enteritis  (scours). 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(iii)  Turkey — (a)  Amount  per  gallon. 
100  to  200  milligrams. 

(1)  Indications  for  use.  Prevention  of 
infectious  sinusitis;  blue  comb  (mud 
fever) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  dally. 

(b)  Amount  per  gallon.  200  to  1,000 
milligrams. 

(1)  Indications  for  use.  Treatment  of 
infectious  sinusitis;  blue  comb  (mud 
fever) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

§  548.111  Feed  grade  manganese  bari> 
tracin  powder  oral. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality  and  purity.  Feed  grade  man¬ 
ganese  bacitracin  powder  oral  is  a 
mixture  of  the  manganese  salt  of  a 
kind  of  bacitracin  or  a  mixture  of  two  or 
more  such  salts,  with  or  without  one  or 
more  essential  vitamins  and  mineral  sub¬ 
stances  for  nutritive  purposes  and  with 
or  without  one  or  more  suitable  and 
harmless  diluents.  It  contains  the  equiv¬ 
alent  of  not  less  than  5  grams  of  the 
bacitracin  master  standard  per  pound. 
Its  moisture  content  is  not  more  than  8.0 
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percent.  The  manganese  bacitracin  used 
in  making  the  batch  has  a  potency  of  not 
less  than  2.0  units  per  milligram.  It  con¬ 
tains  not  more  than  1.0  gram  of  manga¬ 
nese  for  each  gram  of  bacitracin,  and  its 
moisture  content  is  not  more  than  6.0 
percent.  Each  other  substance  used.  If 
its  name  is  recognized  in  the  UJ3P.  or 
NP.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official 
compendium. 

(2)  Packaging:  labeling;  requests  for 
certification,  samples.  Feed  gr^e  man¬ 
ganese  bacitracin  powder  oral  conforms 
to  all  requirements  and  procedures  pre¬ 
scribed  for  feed  grade  zinc  bacitracin 
powder  oral  by  S  548.113(a)  (2),  except: 

(i)  Its  expiration  date  shall  be  12 
months. 

(ii)  Its  labeling  is  such  that,  when  the 
drug  is  mixed  with  animal  feed  accord¬ 
ing  to  the  directions  contained  therein, 
such  medicated  feed  complies  with  the 
requirements  of  S  510.510  of  this  chapter 
and  the  requirements  of  regulations  in 
Part  558  of  this  chapter. 

(b)  Tests  and  methods  of  assay — 
(1)  Proceed  as  directed  in  S  448.10a(b) 
(1)  of  this  chapter,  except  in  lieu  of 
paragraph  (b)  (1)  (i)(b)  of  that  section 
prepare  the  sample  as  follows: 

(1)  Place  2  grams  of  the  sample  in  a 
150-mllliliter  beaker,  add  5  milliliters  of 
10  percent  HCl  and  stir  1  minute.  Check 
pH  with  test  paper.  If  pH  is  greater 
than  2  add  more  acid  until  pH  2  is 
reached.  Add  45  milliliters  of  pyridine- 
buffer  solution  (mix  9  volumes  pyridine 
and  31  volumes  pH  6.0  buffer)  and  trans¬ 
fer  the  mixture  to  a  centrifuge  tube. 
Shake  well  for  5  minutes  then  centrifuge 
for  15  minutes  at  2,000  r.pjn.  Dilute  an 
aliquot  of  the  clear  solution  with  enough 
pH  6.0  buffer  to  obtain  an  estimated  con¬ 
centration  of  0.20  unit  per  milliliter. 

(ii)  Prepare  the  following  dilutions  in 
0.1  ilfpH  6  buffer  from  the  stock  solution 
for  the  standard  curve:  0.025,  0.05,  0.1, 
0.2,  0.4,  and  0.8  unit  per  milliliter  with 
0.2  imit  per  milliliter  as  the  reference 
concentration.  Also  add  10  milliliters 
of  agar  to  each  petri  dish  instead  of  21 
milliliters. 

Its  potency  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  number 
of  grams  of  manganese  bacitracin  per 
pound  that  it  is  represented  to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
'§  440.80a(b)  (5)  (i)  of  this  chapter. 

(3)  Manganese  bacitracin  used  in 
making  the  batch — (i)  Potency.  Proceed 
as  directed  in  S  448.13(b)  (1)  of  this 
chapter. 

(ii)  Moisture.  Proceed  as  directed  in 
§  440.80a (b)  (5)  (i)  of  this  chapter. 

(iii)  Manganese  content — (a)  Re¬ 
agents. 

Nltrlo  acid  (69.0  percent-71.0  percent) 
A.CJ3.> 

Sulfuric  eeld  (95.0  percent-98  percent) 
A.C.S. 

Phosphoric  acid  (85  percent)  A.OJS. 

Potassium  periodate  (99.8  percent). 

(b)  Manganese  standard  solution. 
Dissolve  in  a  fiask  about  300  milligrams 
of  potassium  permanganate  (A.CJ3.)  in 
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100  milliliters  of  water  and  boil  the  solu¬ 
tion  for  about  15  minutes.  Stopper  the 
fiask,  allow  it  to  stand  for  at  least  2  days, 
and  filter  through  asbestos.  Standardize 
the  solution  as  follows:  Weigh  accurately 
about  20  milligrams  of  sodium  oxalate, 
previously  dried  at  110*  C.  to  constant 
weight,  and  dissolve  it  in  25  milliliters  of 
water.  Add  1  milliliter  of  sulfuric  add, 
heat  to  about  70*  C.,  and  slowly  add  the 
permanganate  solution  from  a  buret, 
with  constant  stirring  until  a  pale-pink 
color  is  produced  that  persists  for  15 
seconds.  The  temperature  at  the  con¬ 
clusion  of  the  titration  should  not  be  less 
than  60*  C.  Calculate  the  concentratiem 
of  the  manganese  in  the  standard.  Store 
it  in  a  glass-stoppered,  amber-colored 
bottle. 

(c)  Procedure.  Accurately  weigh  200 
milligrams  to  300  mlUlgrams  of  the 
sample  into  a  30-milllliter  kjeldahl  AmIt, 
Add  5  milliliters  of  nitric  acid  and  2  mil¬ 
liliters  of  sulfuric  add,  and  heat  with  a 
full  flame,  adding  nitric  acid  dropwlse 
as  needed  to  prevent  charring  of  sample 
until  SOb  fumes  appear.  Cool,  dilute 
with  water,  and  boU  until  SO*  fumes  re¬ 
appear.  After  cooling,  dilute  the  sample 
to  50  milliliters.  To  a  5-millillter  aliquot 
add  3  milliliters  of  phosphoric  add,  S 
milliliters  of  sulfuric  acid,  0.3  gram  of 
potassium  periodate  and  water  to  a  vol¬ 
ume  of  75  milliliters.  Boil  for  5  minutes 
and  continue  heatiirg  in  a  boiling  water 
bath  for  an  additional  30  minutes. 
When  cool,  dilute  the  sample  to  100  milli¬ 
liters  and  determine  the  permanganate 
color  on  a  spectrophotometer  against  a 
water  blank  at  525  millimicrons.  Ihe 
amount  of  manganese  that  is  present  can 
be  determined  by  comparing  the  ab¬ 
sorbance  to  a  standard  curve  pr^iared 
by  pipetting  3.0-,  S.0-,  10.0-,  and  15.0- 
milliliter  aliquots  of  the  manganese 
standard  solution  into  separate  100- 
mllliliter  volumetric  flasks.  Add  3.0 
milliliters  of  phosphoric  add  and  3.0 
milliliters  of  sulfuric  acid  to  each,  and 
dilute  to  mark.  In  a  suitable  spectro¬ 
photometer,  determine  the  absoibance 
of  the  solutions  at  525  millimicrons,  us¬ 
ing  water  as  a  blank. 

§548.112  Barilracin  methylene  di- 
salicylate  oral  dosage  forms. 

§  548.112a  Soluble  bacitracin  melhyl- 
eno  disalicylate. 

(a)  Requirements  for  certification— 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Soluble  badtracin 
methylene  disalicylate  is  a  mixture  of 
badtracin  methylene  dlsalicylate,  so¬ 
dium  carbonate,  and  sodium  bicarbonate, 
with  or  without  suitable  and  harmless 
diluents.  It  contains  the  equivalent  of 
not  less  than  25  grams  of  the  bacitracin 
master  standard  per  pound.  Its  mois¬ 
ture  content  is  not  more  than  8.5  percent. 
Its  pH  in  an  aqueous  solution  containing 
200  units  per  milliliter  is  not  less  than  8.5 
and  not  more  than  9.5.  The  badtracin 
methylene  dlsalicylate  used  conforms  to 
the  requirements  of  S  539.310a(a)  of  this 
chapter.  Each  other  substance  used,  if 
its  name  is  recognized  in  the  U.S.P.  or 
N.F.,  conforms  to  the  standards  pre¬ 
scribed  therefor  by  such  official  compen¬ 
dium. 
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(2)  Packaging;  labeling;  requests  for 
certification,  samples.  Soluble  bacitracin 
methylene  dlsallcylate  conforms  to  all 
requirements  and  procedmes  prescribed 
for  bacitracin  methylene  dlsallcylate  by 
$  539.310a  (b),  (c),  and  (d)  of  this 
chapter,  except  that  the  person  who  re¬ 
quests  certification  of  a  batch  shall  sub¬ 
mit  with  his  request  (unless  previously 
submitted)  a  sample  consisting  of  live 
immediate  containers,  each  containing 
approximately  5  grams,  of  the  bacitracin 
methylene  disalicylate  used  in  making 
the  batch. 

(b)  Tests  and  methods  of  assay — 

(1)  Potency.  Proceed  as  directed  in 
§  448.10a(b)  (1)  (1)  of  this  chapter,  ex¬ 
cept  in  lieu  of  the  directions  for  prepar¬ 
ing  the  sample  in  §  448.10a(b)  (1)  (i)  (b) 
of  this  chapter,  prepare  the  sample  as 
follows:  Place  an  accurately  weighed 
sample  of  approximately  1  gram  in  a 
blending  Jar,  add  99  milliliters  of  an 
aqueous  solution  of  2  percent  sodium  bi¬ 
carbonate  and  1  milliliter  of  polysorbate 
80  and  blend  for  3  minutes  in  a  high¬ 
speed  blender.  Allow  the  foam  to  sub¬ 
side.  Dilute  a  suitable  aliquot  with  1 
percent  phosphate  buffer  to  a  concentra¬ 
tion  of  one  unit  per  milliliter.  Its  po¬ 
tency  is  satisfactory  if  it  contains  not 
less  than  85  percent  of  the  bacitracin 
activity  per  pound  that  it  is  represented 
to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
§  440.80a(b)  (5)  (1)  of  this  chapter. 

<3)  pH.  Proceed  as  directed  in  §  440.- 
80a(b)  (5)  (11)  of  this  chapter,  u^ng  a 
solution  containing  200  units  per  milli¬ 
liter. 

<c)  Conditions  of  marketing — (1) 
Specifications.  Bacitracin  methylene  di¬ 
salicylate  is  the  methylene  dlsallcylate 
salt  of  the  antibiotic  substance  produced 
by  growth  of  Bacillus  subtilis  var.  Tracy 
or  the  same  antibiotic  substance  pro¬ 
duced  by  any  other  means  and,  for  the 
purposes  of  this  section,  refers  to  baci¬ 
tracin  methylene  disalicylate  or  feed 
grade  bacitracin  methylene  disalicylate. 

(2)  Sponsor.  See  No.  000794  in 
!  510.600(c)  of  this  chapter. 

(3)  Special  considerations.  Antibiotic 
activities  authorized  in  paragraph  (c)  (5) 
of  this  section  are  expressed  in  terms  of 
the  weight  of  the  appropriate  antibiotic 
standard. 

(4)  Related  tolerances.  See  9  556.70  of 
this  chapter. 

(5>  Conditions  of  use.  It  is  used  in 
drinking  water  as  follows : 

(1)  Chickens — (a)  Amount  per  gallon. 
100  to  200  milligrams. 

(f)  Indications  for  use.  Prevention  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection)  :  blue  comb  (nonspecific  infec¬ 
tious  enteritis) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(b)  Amount  per  gallon.  200  to  400 
milligrams. 

(1)  Indications  for  use.  Treatment  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection)  ;  blue  comb  (nonspecific  infec¬ 
tious  enteritis) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(ii)  SuHne — (a)  Amount  per  gallon. 
100  to  200  milligrams. 


(1)  Indications  for  use.  Aid  in  preven¬ 
tion  of  bacterial  swine  enteritis  (scours) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(b)  Amount  per  gallon.  200  milligrams. 

(1)  Indications  for  use.  Treatment  of 
bacterial  swine  enteritis  (scours). 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(iii)  Turkeys — (a)  Amount  per  gallon. 
100  to  200  milligrams. 

(1)  Indications  for  use.  Prevention  of 
infectious  sinusitte;  blue  comb  (mud 
fever) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(b)  Amount  per  gallon.  200  to  400 
milligrams. 

(1)  Indications  for  use.  Treatment  of 
infectious  sinusitis;  blue  comb  (mud 
fever) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  dally. 

§  548.112b  Tablets  bacitracin  methylene 
disalicylate  and  streptomycin  sulfate 
oral. 

(a)  Requirements  for  certification. 
Tablets  bacitracin  methylene  disalic¬ 
ylate  and  streptomycin  sulfate  oral 
are  tablets  that  conform  to  all  require¬ 
ments  and  are  subject  to  all  procedures 
prescribed  by  9  548.112d(a)  for  powder 
bacitracin  methylene  disalicylate  and 
streptomycin  sulfate  oral,  except  that: 

(1)  Each  tablet  shall  contain  not  less 
than  150  units  of  bacitracin  activity  and 
not  less  than  15  milligrams  of  streptomy¬ 
cin  activity.  Tablets  not  exceeding  15 
millimeters  in  diameter,  or  not  intended 
only  for  preparing  solutions,  shall  dis- 
Int^rate  within  1  hom. 

(2)  In  lieu  of  the  directions  for  label¬ 
ing  prescribed  by  9  548.112d(a)  (3)  (i)  (b) , 
each  package  shall  bear  on  the  outside 
wrapper  or  container  and  the  immediate 
container  the  qusmtity  of  each  antibiotic 
in  each  tablet. 

(3)  In  lieu  of  the  directions  for  sam¬ 
pling  the  batch  as  prescribed  in  9  548.- 
112d(A)  (4)  (iil)  (a),  the  batch  shall  be 
sampled  as  follows: 

(1)  For  potency  and  moisture:  One 
tablet  for  each  5,000  tablets  in  the  batch, 
but  in  no  case  less  than  30  tablets,  col¬ 
lected  by  taking  single  tablets  through¬ 
out  the  entire  time  of  tableting  so  that 
the  quantities  tableted  during  the  inter¬ 
vals  are  approximately  equal. 

(ii)  FV)r  disintegration-time  studies:  6 
tablets. 

(b)  Tests  and  methods  of  assay — (1) 
Potency — (i)  Bacitracin  content.  Use 
5  finely  powdered  tablets  and  proceed  as 
directed  in  9  548.112d(b)  (1)  (i) .  Its  baci¬ 
tracin  activity  is  satisftmtory  if  it  is  not 
less  than  85  percent  of  that  which  it  is 
represented  to  contain. 

(ii)  Streptomycin  content.  Proceed  as 
directed  in  9  544.173a(b)  (1)  (1)  of  this 
chapter.  Its  streptomycin  activity  is  sat¬ 
isfactory  if  it  is  not  less  than  85  percent 
of  that  which  it  is  represented  to  con¬ 
tain. 

(2)  Moisture.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (1)  of  this  chapter. 

(3)  Disintegration  time.  Proceed  as 
directed  in  9  440.180a(b)  (3)  of  this  chap¬ 
ter. 


§  548.112c  Capsules  bacitracin  meth¬ 
ylene  disalicylate  and  streptomycin 
sulfate  oral. 

(a)  Requirements  for  certification. 
Capsules  bacitracin  methylene  disalic¬ 
ylate  and  streptomycin  sulfate  oral  are 
capsules  that  conform  to  all  requirements 
and  are  subject  to  all  procedures  pre¬ 
scribed  by  9  548.112b(a)  for  tablets  bac¬ 
itracin  methylene  disalicylate  and  strep¬ 
tomycin  sulfate  oral. 

(b)  Tests  and  Methods  of  assay — 
(1)  Potency — (1)  Bacitracin  content. 
Using  a  representative  number  of  cap¬ 
sules  (usually  five)  in  a  blending  Jar, 
proceed  as  directed  in  9  548.112d(b)  (1) 
(i) .  Its  bacitracin  content  is  satisfactory 
if  it  contains  not  less  than  85  percent  of 
that  which  it  is  represented  to  contain. 

(ii)  Streptomycin  content.  Using  the 
contents  of  a  representative  number  of 
capsules  (usually  six),  proceed  as  di¬ 
rected  in  9  444.70a(b)  (1)  (i)  through 
(ix),  of  this  chapter,  and  use  0.1  M  po¬ 
tassium  phosphate  buffer,  pH  8.0,  for 
preparing  the  sample  instead  of  sterile 
distilled  water  as  directed  in  9  444.70a 
(b)(l)(v).  Its  content  of  streptomycin 
is  satisfactory  if  it  contains  not  less  than 
85  percent  of  that  which  it  is  represented 
to  contain. 

(2)  Moisture.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (i)  of  this  chapter. 

§  5418. 11 2d  Powder  bacitracin  methyl¬ 
ene  disalicylate  and  streptomycin 
sulfate  oral. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Powder  bacitracin 
methylene  dlsallcylate  and  streptomyctD 
sulfate  oral  is  a  mixture  of  bacitracin 
methylene  disalicylate  and  streptomy¬ 
cin  sulfate  oral,  with  or  without  one  or 
more  suitable  and  harmless  adsorbent 
ingredients,  diluents,  colorings,  and  fia- 
vorings.  Each  gram  contains  not  less 
than  200  imits  of  bacitracin  activity  and 
not  less  than  20  milligrams  of  strepto¬ 
mycin  activity.  Its  moisture  content  is 
not  more  than  7.5  percent.  The  bacitra¬ 
cin  methylene  disalicylate  used  conforms 
to  the  requirements  prescribed  by 
9  539.310(a)(1).  of  this  chapter.  The 
streptomycin  sulfate  oral  used  conforms 
to  the  standards  prescribed  by  9  539.- 
170(a)(1)  of  this  chapter.  Each  other 
ingredient  used,  if  its  name  is  recognized 
in  the  U.S.P.  or  N.P..  conforms  to  the 
standards  prescribed  therefor  by  such 
official  compendium. 

(2)  Packaging.  In  all  cases  the  im¬ 
mediate  ccmtalners  shall  be  tight  con¬ 
tainers  as  defined  by  the  U.  S.  P.  and 
shall  be  of  such  composition  that  they 
will  not  cause  any  change  in  the 
strength,  quality,  or  pmity  of  the  con¬ 
tents  beyond  any  limit  therefor  in  appli¬ 
cable  standards,  except  that  minor 
changes  so  caused  that  are  normal  and 
unavoidable  in  good  packaging,  storage, 
and  distribution  practice  shall  be  dis¬ 
regarded. 

(3)  Labeling.  Each  package  shall 
bear  an  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following: 

(i)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  Immediate  container: 
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(a)  The  batch  mark. 

(b)  The  number  of  imits  of  bacitracin 
activity  and  the  number  of  milligrams  of 
streptomycin  activity  per  gram  and  the 
total  number  of  grams  in  the  immediate 
container. 

(c)  The  statement  “Expiration  date 

_ ”,  the  blank  being  filled  in  with 

the  date  which  is  24  months  after  the 
month  during  which  the  batch  was  cer¬ 
tified,  except  that  the  blank  may  be  filled 
In  with  the  date  that  is  36  months,  48 
montl^,  or  60  months  after  the  month 
during  which  the  batch  was  certified  if 
the  person  who  requests  certification  has 
submitted  to  the  Commissioner  results 
of  tests  and  assays  showing  that  after 
having  been  stored  for  such  period  of 
time  such  drug  as  prepared  by  him 
complies  with  the  standards  prescribed 
by  paragraph  (a)(1)  of  this  section. 

(d)  The  statement  “For  oral  veteri¬ 
nary  use  only”. 

(c)  The  statement,  “Warning:  Not  for 
use  in  animals  which  are  raised  for  food 
production”. 

(/)  K  it  contains  adsorbent  ingredi¬ 
ents.  the  name  of  each. 

(ii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  ];>ackage,  ade¬ 
quate  directions  and  warnings  for  the 
veterinary  use  of  such  dnig  by  the  laity. 
Such  circular  or  other  labeling  may  also 
bear  a  statement  that  a  brochure  or 
other  printed  matter  containing  infor¬ 
mation  for  other  veterinary  uses  of  such 
drug  by  a  veterinarian  licensed  by  law 
to  administer  it  will  be  sent  to  such 
veterinarian  on  request. 

(4)  Request  for  certification:  sam¬ 
ples.  (i)  In  addition  to  complying  with 
the  requirements  of  §  514.50  of  this 
chapter,  a  person  who  requests  cer¬ 
tification  of  a  batch  shall  submit 
with  his  request  a  statement  show¬ 
ing  the  batch  mark,  the  number  of 
packages  of  each  size  in  such  batch,  the 
batch  marks  and  (unless  they  were  pre¬ 
viously  submitted)  the  dates  on  which 
the  latest  assays  of  the  bacitracin 
methylene  disalicylate  and  streptomycin 
sulfate  oral  used  in  making  such  batch 
were  completed,  the  quantity  of  each 
ingredient  used  in  making  the  batch, 
the  date  on  which  the  latest  assay  of 
the  drug  comprising  such  batch  was 
completed,  and  a  statement  that  each 
other  ingredient  used  conforms  to  the 
requirements  prescribed  therefor  by  this 
section. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (iv)  of  this  section, 
such  person  shall  submit  in  connection 
with  his  request  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of : 

(a)  The  batch;  units  of  bacitracin  ac¬ 
tivity  per  gram,  milligram  of  strepto¬ 
mycin  activity  per  gram,  and  moisture 

(b)  The  bacitracin  methylene  disali¬ 
cylate  and  the  streptomycin  sulfate  oral 
veterinary  used  in  making  the  batch; 
potency,  toxicity,  moisture,  and  pH. 

(iii)  Except  as  otherwise  provided  by 
paragraph  (a)  (4)  (Iv)  of  this  section 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
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inafter  Indicated,  accurately  represent¬ 
ative  samples  of  the  following: 

(a)  The  batch;  1  immediate  container 
for  each  5,000  immediate  containers  in 
the  batch,  but  in  no  case  less  than  6 
immediate  containers,  unless  each  such 
container  is  packaged  to  contain  more 
than  30  grams,  in  which  case  the  sample 
shall  consist  of  30  grams  for  each  5,000 
immediate  containers  in  the  batch,  but 
in  no  case  less  than  six  30-gram  portions. 
Such  samples  shall  be  collected  by  taking 
single  immediate  containers  or  30-gram 
portions  at  such  intervals  throughout  the 
entire  time  of  packaging  the  batch  that 
the  quantities  packaged  during  the  in¬ 
tervals  are  approximately  equal. 

(b)  The  bacitracin  methylene  disalic¬ 
ylate  used  in  making  the  batch;  5 
packages  containing  approximately  equal 
portions  of  not  less  than  S  grains  each, 
packaged  in  accordance  with  the  re¬ 
quirements  of  §  539.310(a)  (2)  of  this 
chapter. 

(c)  The  streptomycin  sulfate  oral 
veterinary  used  in  making  the  batch; 
5  packages  containing  approximately 
equal  portions  of  not  less  than  1.0  gram 
each,  packaged  in  accordance  with  the 
requirements  of  S  539.170(a)  (2)  of  this 
chapter. 

(d)  In  case  of  an  initial  request  for 
certification,  the  other  ingredient  used 
in  making  the  batch;  1  package  of  each 
containing  approximately  5  grams. 

(iv)  No  result  referred  to  in  paragraph 

(a)  (4)  (ii)  (b)  of  this  section,  and  no 
sample  referred  to  in  paragraph  (a)  (4) 
(iii)(b)  and  (c)  of  this  section,  is  re¬ 
quired  if  such  result  or  sample  has  been 
previously  submitted. 

(b)  Tests  and  methods  of  assay. 
(1)  Potency — (i)  Bacitracin  content. 
Proceed  as  directed  in  $  448.10a(b)  (1) 
(i)  of  this  chapter,  except  paragraph 

(b)  (1)  (i)  (b)  and  (c)  of  that  section.  In 
lieu  of  the  directions  in  S  448.10a(b)  (1) 
(i)  of  this  chapter,  prepare  the  sample 
as  follows:  Place  an  accurately  weighed 
sample  of  approximately  5  grams  in  a 
blending  Jar.  Add  sufficient  dimethyl- 
formamide  so  that  when  the  sample  is 
diluted  to  its  reference  point  the  concen¬ 
tration  of  dlmethylformamide  in  the  final 
blank  is  no  greater  than  20  percent. 
Blend  for  3  to  5  minutes.  Filter  through 
filter  paper  immediately.  Remove  an 
aliquot  of  the  filtrate  at  once  and  dilute 
to  1  unit  per  milliliter  with  1.0  percent 
phosphate  buffer,  pH  6.0.  Add  sufficient 
dlmethylformamide  to  the  working  solu¬ 
tion  of  the  standard  so  that  the  concen¬ 
tration  of  dlmethylformamide  is  the 
same  as  that  in  the  sample  being  tested. 
In  lieu  of  the  directions  in  {  448.10a(b) 

(1)  (i)  (c)  of  this  chapter,  use  one  of  the 
test  organisms  described  in  §  436.505(a) 

(2)  (ii)  of  this  chapter. 

Note;  Pyridine  may  be  substituted  for  dl- 
methylformamlde  In  the  procedure  described 
In  paragraph  (b)  (1)  (1) . 

Its  potency  is  satisfactory  if  it  contains 
not  less  than  85  percent  of  the  units 
of  bacitracin  actirity  that  it  is  repre¬ 
sented  to  contain. 

(ii)  Streptomycin  content.  Proceed  as 
directed  in  §  444.70a(b)  (1)  of  this  chap¬ 
ter.  Its  content  of  streptomycin  is  satis¬ 


factory  if  it  contains  less  than  85  percent 
of  the  number  of  milligrams  of  strepto¬ 
mycin  activity  per  gram  that  it  is  repre¬ 
sented  to  contain. 

(2)  Moisture.  Using  a  1.0-gram  sam¬ 
ple.  proceed  directed  in  §  440.80a(b) 
(5)  (i)  of  this  chapter. 

§  548.113  Crude,  unrefined,  feed  grade 
bacitracin /ainc  bacitracin  powder 
oral. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Feed  grade  bacitra¬ 
cin  powder  oral  is  bacitracin  with  or 
without  one  or  more  essential  vitamins 
and  mineral  substances  for  nutritive 
purposes  and  with  or  without  one  or 
more  suitable  and  harmless  diluents. 
Feed  grade  zinc  bacitracin  powder  oral 
is  a  mixture  of  zinc  bacitracin  and  zinc 
proteinates,  with  or  without  one  or  more 
essential  vitamins  and  mineral  sub¬ 
stances  for  nutritive  purposes  and  with 
or  without  one  or  more  suitable  and 
harmless  diluents.  They  contain  the 
equivalent  of  not  less  than  2.5  grams  of 
the  bacitracin  master  standard  per 
pound,  except  that  if  it  is  zinc  bacitracin 
powder  it  contains  the  equivalent  of  not 
less  than  5  grams  of  the  bacitracin  mas¬ 
ter  standard  per  pormd.  Their  moisture 
content  is  not  more  than  5  percent.  The 
bacitracin  used  in  making  the  batch  has 
a  potency  of  not  less  than  5  units  per 
milligram,  and  its  moisture  contmt  is 
not  more  than  5  percent.  The  zinc  baci¬ 
tracin  used  in  making  the  batch  has  a 
potency  of  not  less  than  2  rmits  per  milli¬ 
gram,  not  more  than  2  grams  of  zinc  for 
each  gram  of  bacitracin,  smd  its  moisture 
content  is  not  more  than  6  percent. 
Each  other  substance  used,  if  its  name  is 
recognized  in  the  U.SP.  or  N.  F.,  con¬ 
forms  to  the  standards  prescribed  there¬ 
for  by  such  official  compendium. 

(2)  Labeling — Each  package  shall 
bear  on  its  label  or  labeling,  as  herein¬ 
after  indicated,  the  following: 

(i)  On  the  outside  wrapper  or  con¬ 
tainer  and  the  immediate  container: 

(a)  The  batch  mark. 

(b)  The  number  of.  grams  of  bacitra¬ 
cin  activity  per  pound,  and  the  weight  of 
the  drug  in  the  immediate  container. 

(c)  The  statement  “Expiration  date 

_ ",  the  blank  being  filled  in 

with  the  date  that  is  18  months  after  the 
month  during  which  the  batch  was  certi¬ 
fied,  except  that  an  expiration  date  of  24 
months  or  36  months  may  be  used  if  the 
manufacturer  has  submitted  to  the  Com¬ 
missioner  results  of  tests  and  essays 
showing  that,  after  having  been  stored 
for  such  period  of  time,  such  drug  as  pre¬ 
pared  by  him  complies  with  the  stand¬ 
ards  prescribed  by  paragraph  (a)(1)  of 
this  section. 

(d)  The  statement  “For  oral  veteri¬ 
nary  use  only”. 

(e)  If  it  is  intended  for  use  in  animals 
raised  for  food  production,  it  shall  be 
labeled  in  accordance  with  the  require¬ 
ments  of  paragraph  (c)  of  this  section 
and  Part  558  of  this  chapter. 

(ii)  On  the  circular  or  other  labeling 
within  or  attached  to  the  package,  ade¬ 
quate  directions  and  warpings  for  the 
veterinary  use  of  such  drug  by  the  laity. 
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(3)  Request  for  certification;  samples. 

(i)  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chapter, 
a  person  who  requests  certification  of  a 
batch  shall  submit  with  his  request  a 
statement  showing  the  batch  mark,  the 
number  of  packages  of  each  size  in  such 
batch,  the  batch  mark  and  (unless  it  was 
previously  submitted)  the  date  on  which 
the  latest  assay  of  the  bacitracin  used  in 
making  such  batch  was  completed,  the 
quantity  of  each  ingredient  used  in  mak¬ 
ing  the  batch,  the  date  on  which  the 
latest  assay  of  the  drug  comprising  such 
batch  was  completed,  and  a  statement 
that  each  other  ingredient  used  conforms 
to  the  requirements  prescribed  therefor, 
by  this  section. 

(ii)  Except  as  otherwise  provided  by 
paragraph  (a)(3)(iv)  of  this  section, 
such  person  shall  submit,  in  connection 
with  his  request,  results  of  the  tests  and 
assays  listed  after  each  of  the  following, 
made  by  him  on  an  accurately  repre¬ 
sentative  sample  of: 

(a)  The  batch:  Orams  of  bacitracin 
per  pound  and  moisture. 

(b)  The  bacitracin  used  in  making  the 
batch:  Potency,  moisture,  and  zinc  cmi- 
tent,  if  the  bacitracin  used  is  zinc  tNaci- 
tracin. 

(lii)  Except  as  otherwise  provided  by 
paragraph  (a)(3)(lv)  of  this  secticm, 
such  person  shall  submit  in  connection 
with  his  request,  in  the  quantities  here¬ 
inafter  Indicated,  accurately  representa¬ 
tive  samples  of  the  following: 

(a)  The  batch:  1  immediate  container 
for  each  5,000  immediate  containers  in 
the  batch,  but  in  no  case  less  than  6  im¬ 
mediate  containers,  unless  each  such 
container  is  packaged  to  contain  more 
than  30  grams,  in  which  case  the  sample 
shall  consist  of  30  grams  of  each  5,000 
immediate  containers  in  the  batch,  but  in 
no  case  less  than  six  30-gram  portions  or 
more  than  twelve  30-gram  portions. 
Such  samples  shall  be  collected  by  taking 
single  immediate  containers  of  30-gram 
portions  at  such  intervals  throughout  the 
entire  time  of  packaging  the  batch  that 
the  quantities  packaged  during  the  inter¬ 
vals  are  approximately  equal. 

(b)  The  bacitracin  used  in  making  the 
batch:  Three  packages  consisting  of  a 
composite  of  6  portions  of  approximately 
500  milligrams  each  taken  at  random 
from  different  locations  in  the  batch, 
packaged  in  accordance  with  the  require¬ 
ments  of  S  510.45  of  this  chapter. 

(c)  In  case  of  an  initial  request  for 
certification,  each  other  substance  used 
in  making  the  batch:  1  package  of  each 
containing  approximately  5  grams. 

(iv)  No  result  referred  to  in  paragraph 

(a)  (3)  (il)  (b)  of  this  section,  and  no 
sample  referred  to  in  paragraph  (a)  (3) 
(ill)  (b)  of  this  section,  is  required  if 
such  result  or  sample  has  been  previously 
submitted. 

(b)  Tests  and  methods  of  assay — (1) 
Feed  grade  bacitracin  or  zinc  bacitracin 
powder  oral — (1)  Potency.  Proceed  as  di¬ 
rected  in  9  548.110(b)  (1).  except  if  it  is 
feed  grade  zinc  bacitracin  powder  oral 
proceed  as  directed  in  9  448.13(b)  (1)  of 
this  chapter.  Their  potency  is  satisfac¬ 
tory  if  they  contain  not  less  than  85  per¬ 


cent  of  the  number  of  grams  of  baci¬ 
tracin  or  zinc  bacitracin  per  poimd  that 
they  are  represented  to  contain. 

(il)  Moisture.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (1)  of  this  chapter. 

(2)  Bacitracin  or  zinc  bacitracin  used 
in  making  the  batch — (i)  Potency. 
Proceed  as  directed  in  9  448.10a(b)  (1) 
of  this  chapter,  except  if  it  is  zinc  baci¬ 
tracin  proceed  as  directed  in  9  448.13(b) 

(1)  of  this  chapter. 

(ii)  Zinc  content  (.if  zinc  bacitracin  is 
used) .  Proceed  as  directed  in  9  448.13(b) 
(5)  of  this  chapter. 

(ill)  Moisture.  Proceed  as  directed  in 
9  440.80a(b)  (5)  (i)  of  this  chapter. 

(c)  Conditions  of  marketing.  If  it  is 
feed  grade  bacitracin  powder,  its  ccmdi- 
tions  of  marketing  are  described  in 
9  548.110(c).  If  it  is'feed  grade  zinc 
bacitracin  powder,  oral,  its  conditions  of 
marketing  are  described  in  9  548.114(c). 

§  548.114  Zinc  bacitracin  oral. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
zinc  bacitracin  oral  are  described  under 
9  548.113(a). 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  zinc 
bacitracin  oral  are  described  under 
9  548.113(b). 

(c)  Conditions  of  marketing — (1) 
Specifications.  Zinc  bacitracin  is  the  zinc 
salt  of  the  antibiotic  substance  produced 
by  growth  of  BaciUus  subtilis  var.  Tracy 
or  the  same  antibiotic  substance  pro¬ 
duced  by  any  other  means,  and  for  the 
pimxtses  of  this  section  refers  to  zinc 
bacitracin  or  feed  grade  zinc  bacitracin. 

(2)  Sponsor.  See  No.  012769  in  9  510.- 
600(c)  of  this  chapter. 

(3)  Special  considerations.  Quantities 
of  zinc  bacitracin  expressed  in  paragraph 

(c)  (5)  of  this  section  refer  to  the  weii^t 
of  an  appropriate  antibiotic  standard. 

(4)  Related  tolerances.  See  9  556.70  of 
this  chapter. 

(5)  ConditUms  of  use.  It  is  used  in 
drinking  water  as  follows: 

(1)  Chickens — (a)  Amount  per  gallon. 
100  to  200  milligrams. 

(1)  Indications  for  use.  Prevention  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection);  blue  comb  (nonspecific  infec¬ 
tious  enteritis) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(b)  Amount  per  gallon.  200  to  1,000 
milligrams. 

il)  Indications  for  use.  Treatment  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection);  blue  comb  (nonspecific  infec¬ 
tious  enteritis) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

(ii)  Swine — (a)  Amount  per  gallon. 
100  to  200  milligrams. 

il)  Indications  for  use.  Aid  in  preven¬ 
tion  of  bacterial  swine  enteritis  (scoiurs) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

ib)  Amount  per  gaUon.  200  miUigrams. 

il)  Indications  for  use.  Treatment  of 
bacterial  swine  enteritis  (scours) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 


13937 

(ill)  Turkeys — Co)  Amount  per  gallon. 
100  to  200  milligrams. 

il)  Indications  for  use.  Prevention  of 
infectious  sinusitis ;  blue  ccxr^  (mud 
fever) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

ib)  Amount  per  gallon.  200  to  1.000 
milligrams. 

il)  Indications  for  use.  Treatment  of 
infectious  sinusitis;  blue  comb  (mud 
fever) . 

(2)  Limitations.  Prepare  a  fresh  solu¬ 
tion  daily. 

Subpart  B— Implantation  or  Injectable 
Do^e  Forms 

§  548.212  Bacitracin  methylene  dua- 
licylate  tables;  bacitracin /zinc  baci¬ 
tracin  implantation  pellets. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
bacitracin  methylene  disalicylate  tablets; 
bacitracin  implantation  pellets;  zinc  bac¬ 
itracin  implantation  pellets  are  de¬ 
scribed  under  9  448.110a  of  this  chapter, 
with  the  following  exceptions: 

(1)  Standards  of  identity,  strength, 
quality,  and  purity:  The  bacitracin 
methylene  used  conforms  to  the  stand¬ 
ards  of  9  539.310(a)(1)  of  this  chapter. 

(2)  Labeling:  When  it  is  packaged  for 
dispensing  and  intended  solely  for  vet¬ 
erinary  use,  its  label  and  labeling  shall 
comply  with  all  the , requirements  pre¬ 
scribed  by  9  448.110a(a)  (3)  of  this  chap¬ 
ter,  except  that  in  lieu  of  the  statement, 
"Caution:  Federal  law  prohibits  dispens¬ 
ing  without  prescription’*,  each  padrage 
shall  include  information  containing  di¬ 
rections  and  warnings  adequate  for  the 
veterinary  use  of  the  drug  by  the  laity 
and  the  statement.  "Warning — Not  for 
use  in  animals  which  are  raised  for  food 
production." 

(3)  Request  for  certification;  samples: 
As  prescribed  in  9  448.110a(a)  U)  (lii)  of 
this  chapter,  a  person  shall  submit  with 
his  request  accurately  representative 
samples  of  the  bacitracin  methylene  <ii- 
sallcylate  used  in  making  the  batch;  5 
packages  containing  approximately 
equal  portions  of  not  less  than  5  grams 
eadi,  packaged  in  accordance  with  the 
requirements  of  9  539.310(a)  (2)  of  this 
chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  baci¬ 
tracin  methylene  dlsallcylate  tablets  are 
described  under  9  448.110a  of  this  chap¬ 
ter.  except  for  the  potency  test  described 
in  9  448.110a(b)  (1)  of  this  chapter,  use 
99  milliliters  of  an  aqueous  solution  of 
2-percent  sodium  bicarbonate  and  1 
milliliter  of  polysorbate  80.  For  the  dis¬ 
integration  time  as  described  in  9  448.- 
110a(b)(3)  of  this  chapter,  proceed  as 
directed  in  9  540.173b(b)  (3)  of  this 
chapter. 

Subpart  C— Ophthalmic  and  Topical  • 
Dosage  Forms 

§  548.310  Bacitracin  ophthalmic  and 
topical  doftage  forms. 

§  548.310a  Bacitracin  ofdithalmic. 

(a)  Requirements  for  certification — 
( 1 )  The  requirements  for  certification  for 
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bacitracin  ophthalmic  are  described  \m- 
der  S  448.310a(a)  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use.  its  label  and  labeling  shall  comply 
with  all  requirements  prescribed  by 
§  448.310a(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  without 
prescription”,  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary 
use  of  the  drug  by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  bacitracin 
ophthalmic  are  described  imder  $  448.- 
310a(b)  of  this  chaptef. 

§  548.310b  Bacitracin  •  ptJymyxin  •  neo¬ 
mycin  ointment. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
bacitracin  -  polsmiyxin  -  neomycin  oint¬ 
ment  are  described  imder  S  ^.510e(a) 
of  this  chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  baci¬ 
tracin  -  polym3rxin  -  neomycin  ointment 
are  described  under  §  448J510e(b)  of  this 
chapter. 

§548.313  Bacitracin/c  i  n  c  bacitracin 
ophthalmic  and  topical  dosage  forms. 

§  548313a  Bacitracin /zinc  bacitracin- 
neomycin-polymyxin  powder  topical. 

(a)  Requirements  for  certification — 

(1)  The  requirements  for  certification  for 
bacitracin-neomycin-polymyxin  powder 
topical;  zinc  bacitracin-neomycin-poly¬ 
myxin  powder  topical  are  described  un¬ 
der  §  4^.510f  (a)  of  this  chapter. 

(2)  When  it  is  packaged  for  dispens¬ 
ing  and  intended  solely  for  veterinary 
use.  its  label  and  labeling  shall  comply 
with  all  the  requirements  prescribed  by 
5  448.S10f(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement  “Caution: 
Federal  law  prohibits  dispensing  with¬ 
out  prescription”,  each  package  shall 
include  information  containing  direc¬ 
tions  and  warnings  adequate  for  the  vet¬ 
erinary  use  of  the  drug  by  the  laity. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  bacitra¬ 
cin-neomycin-polymyxin  powder  topi¬ 
cal;  zinc  bacitracin-neomycin-polymyxin 
powder  topical  are  described  under 
§  448.510f(b)  of  this  chapter. 

§  548.313b  Bacitracin/z  i  n  c  bacitracin 
ointment. 

(a)  Requirements  for  certification. 
The  requirements  for  certification  for 
bacitracin  ointment  and  zinc  bacitracin 
ointment  are  described  under  S  448.510a 
(a)  of  this  chapter,  with  the  following 
exceptions: 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  When  it  is  conspicu¬ 
ously  labeled  for  veterinary  use,  it  may 
contain  one  or  more  suitable  antifungal 
agents  or  rotenone. 

(2)  Labeling,  (i)  It  is  packaged  for 
dispensing;  it  contains  cortisone  or  a 
suitable  derivative  of  cortisone;  and  it  is 
intended  solely  for  veterinary  use;  Its 
label  and  labeling  shall  comply  with  the 
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requirements  of  I  201.105  of  this  chap¬ 
ter  (regulations  issued  under  section  502 
(f )  of  the  act)  and  with  the  requirements 
of  §  448.510a(a)  (3)  of  this  chapter. 

(il)  It  is  i}ackaged  for  dispensing,  it 
does  not  contain  cortisone  or  a  deriva¬ 
tive  of  cortisone  and  it  is  intended  solely 
for  veterinary  use:  Its  label  and  label¬ 
ing  shall  comply  with  the  requirements 
of  paragraph  (b)(1)  of  this  section  ex¬ 
cept  that  in  lieu  of  the  statraient  “Cau¬ 
tion:  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian”  each  package  shall  include 
information  containing  directions  and 
warnings  adequate  for  the  veterinary  use 
of  the  drug  by  the  laity  except  that  (irugs 
complying  with  { 548.314a  shall  bear 
the  statement  “Caution:  Federal  law  re¬ 
stricts  this  drug  to  use  by  or  on  the  order 
of  a  licensed  veterinarian”. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  bacitracin 
ointment  and  zinc  bacitracin  ointment 
are  described  under  8  448.510a(b)  of  this 
chapter. 

§  548.314  Zinc  J»acitracin  ophthalmic 
and  topical  dosage  forms. 

§  548.314a  Zinc  bacitracin,  polymyxin 
B  sulfate,  neomycin  sulfate  ophthal¬ 
mic  ointment. 

(a)  Specifications.  The  drug  conforms 
to  the  provisions  of  8  448.510e  of  this 
chai^r. 

(b)  Sponsor.  To  firm(s)  as  sponsor(8> 
and  identified  by  drug  listing  numbers 
in  8  510.600(c)  of  this  chapter,  approvals 
of  drugs  as  specified: 

(1)  To  000009:  approval  of  a  drug 
which  contains  in  eac^  gram  500  units  of 
bacitracin,  3.5  milligrams  of  neomycin 
base,  and  5,000  units  of  polymyxin  B. 

(2)  To  010616:  approval  of  a  drug 
which  contains  in  each  gram  400  units 
of  zinc  bacitracin,  3.5  milligrams  of 
neomycin  base,  and  5,000  units  of  poly¬ 
myxin  B. 

(c)  Conditions  of  use.  (1)  The  drug  is 
used  in  the  treatment  of  superficial  bac¬ 
terial  infections  of  the  eyelid  and  con- 
Jimctiva  of  dogs  and  cats  when  due  to 
organisms  susceptible  to  the  antibiotics 
contained  in  the  ointment. 

(2)  Apply  a  thin  film  over  the  cornea 
3  or  4  times  daily.  Laboratory  tests  should 
be  conducted  including  in-vitro  culturing 
and  susceptibility  tests  on  sample  col¬ 
lected  from  animals  prior  to  treatment 
with  the  drug. 

(3)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  548.314b  Zinc  bacitracin,  polymyxin 
B  sulfate,  neomycin  sulfate,  hydro¬ 
cortisone  acetate,  ophthalmic  oint¬ 
ment. 

(a)  Requirements  for  certification.  ITie 
requirements  for  certification  for  zinc 
bacitracin,  polymyxin  B  sulfate,  neomy¬ 
cin  sulfate,  hydrocortisone  acetate, 
ophthalmic  ointment  are  described  under 
8  448.510e(a)  of  this  chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  zinc 
bacitracin,  polymyxin  B  sulfate,  neomy¬ 
cin  sulfate,  hydrocortisone  acetate,  oph¬ 


thalmic  ointment  are  described  under 
8  448.510e(b)  of  this  chapter. 

(cv)  Conditions  of  marketing — (1) 
Specifications.  The  drug  conforms  to 
the  specification  requirements  in  |  448.- 
510e(a)  of  this  chapter  and  is  subject  to 
the  tests  and  methods  of  assay  prescribed 
in  8  548.310b  of  this  chapter.  Each 
gram  of  the  drug  contains  the  following 
active  ingredients:  400  units  of  zinc  baci¬ 
tracin,  5,000  units  of  polymyxin  B  sul¬ 
fate,  5  milligrams  of  neomycin  sulfate 
(equivalent  to  3.5  mg  of  neomycin 
base) ,  and  10  milligrams  of  hydrocorti¬ 
sone  acetate. 

(2)  Sponsor.  See  No.  010616  in  8  510.- 
600(c)  of  this  chapter. 

(3)  Conditions  of  use — (i)  Hie  drug  is 
administered  to  dogs  and  cats  for  treat¬ 
ing  acute  or  chronic  conjunctivitis  caused 
by  organisms  susceptible  to  the  anti¬ 
biotics  contained  in  this  ointment. 

(ii)  Apply  a  thin  film  over  the  cornea 
three  or  four  times  daily. 

(ill)  All  topical  ophthalmic  prepara¬ 
tions  containing  corticosteroids  with  or 
without  an  antimicrobial  agent  are  con¬ 
traindicated  in  the  initial  treatment  of 
comeal  ulcers.  They  should  not  be  used 
until  the  infection  is  under  control  and 
comeal  regeneration  is  well  underway. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 


PART  555— CHLORAMPHENICOL 
DRUGS  FOR  ANIMAL  USE 
Subpart  A — Oral  Doaaga  Forma 

Sec. 

555.110  Chlonunphanlcol  cural  dosage  forms. 
555.110a  ChloraIX^>benlcol  tablets. 

555.110b  Cblorampbenlcol  capsules. 

555.110c  Cblorampbenlcol  oral  solution. 

Subpait  B — Implantation  or  Injactabla  Doaaga 
Forms 

555.210  Cblorampbenlcol  injection. 

Subpart  C— Ophthalmic  and  Topical  Dosage 
Forms 

555.310  Cblorampbenlcol  opbtbalmlc  and 
topical  dosage  forma. 

555.310a  Cblorampbenlcol  opbtbalmlc. 
555.310b  Cblorampbenlcol  topical. 

555.310c  Cblorampbenlcol  opbtbalmlc  olnt- 
'  ment. 

555.310d  Cblorampbenkxd  (^btbalmlc  solu¬ 
tion. 

555.310e  Cbloraii4>benicol  -  prednisolone  - 
tetracalne-squalane  topical  sus¬ 
pension. 

556.310f  Cblmwmpbenlcol-prednlsolone  opb¬ 
tbalmlc  ointment. 

555.310g  Flbrlnolysln  and  desoxyrlbonucle- 
aae,  combined  (bovine)  with 
cbloramphenlocd  ointment. 

Subpsrt  D— Otic  Dosage  Forms 
555.410  Cblorampbenlcol  otic. 

AxrrHoaiTT:  Secs.  507,  512,  59  Stat.  463  as 
amended,  82  SUt.  343-351  (21  U.S.C.  357, 
360b). 

Subpart  A — Oral  Dosage  Forms 

§  555.110  Chloramphenicol  oral  dosage 
forms. 

§  555.110a  Chloramphenicol  tablets. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  (Thloramphenicol 
tablets  are  composed  of  chlorampheni- 
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col  with  or  without  one  or  more  suitable 
diluents,  lubricants,  binders,  colorings 
and  coating  substances.  Each  tablet  con¬ 
tains  100  milligrams  of  chloramphenicol. 
Its  potency  Is  satisfactory  If  It  Is  not 
less  than  90  percent  and  not  more  than 
120  percent  of  the  number  of  milligrams 
of  chloramphenicol  that  it  is  represented 
to  contain.  Tablets  shall  disintegrate 
within  1  hour.  The  chloramphenicol  used 
conforms  to  the  standards  prescribed  by 
§  455.10(a)  (1)  of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and 
§  510.55  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  S  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(I)  Results  of  tests  and  assays  on: 

(a)  The  chloramirfienicol  used  in 
making  the  batch  for  potency,  safety, 
pH,  specific  rotation,  melting  range,  ab¬ 
sorptivity,  and  crystallinity. 

(b)  The  batch  for  potency  and  disin¬ 
tegration  time. 

(il)  Samples  required. 

(a)  The  chloramphenicol  used  in 
making  the  batch:  10  packages  each 
containing  approximately  300  milli¬ 
grams. 

(b)  The  batch:  A  minimiun  of  30 
tablets. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Use  either  of  the  following 
methods:  however,  the  results  obtained 
from  the  microbiological  turbldimetrlc 
assay  shall  be  conclusive. 

(i)  Microbiological  turbidimetric  as¬ 
say.  Proceed  as  directed  in  §  436.106  of 
this  chapter,  preparing  the  sample  for 
assay  as  follows:  Place  a  representative 
number  of  tablets  into  a  high-speed  glass 
blender  Jar  containing  100  milliliters  of 
95  percent  ethyl  alcohol.  Blend  for  2 
minutes.  Add  400  milliliters  of  1  percent 
potassium  phosphate  buffer,  pH  6.0  (so¬ 
lution  .1),  and  blend  again  for  2  min¬ 
utes.  Remove  an  aliquot  and  further 
dilute  with  soluticm  1  to  the  reference 
concentration  of  2.5  micrograms  of 
chloramphenicol  per  milliliter  (esti¬ 
mated)  . 

(II)  Spectrophotometric  assay — (o) 
Preparation  of  toorking  standard  solu¬ 
tion.  Dissolve  approximately  50  milli¬ 
grams  of  the  working  standard  in  100 
milliliters  of  distilled  water.  Warm  if 
necessary  to  hasten  dissolution.  Transfer 
10  milliliters  into  a  250-milliliter  volu¬ 
metric  flask  and  fill  to  volume  with  dis¬ 
tilled  water. 

(b)  Procedure.  Weigh  accurately  a 
counted  number  of  not  less  than  10  tab¬ 
lets  and  determine  the  average  weight 
per  tablet.  Reduce  10  tablets  to  a  fine 
powder  in  a  mortar  and  trsmsfer  an 
amount  of  powder  containing  500  milli¬ 
grams  (estimated)  of  chloramphenicol 
to  a  1,000 -milliliter  glass-stoppered  volu¬ 
metric  flask.  Add  50  milliliters  of  re¬ 
distilled  methanol  to  the  flask  and  shake 
for  at  least  1  minute.  Fill  to  volume  with 
distilled  water  and  mix  thoroughly. 
Transfer  exactly  10  milliliters  of  this 
solution  into  a  250 -milliliter  glass-stop¬ 


pered  voliunetrlc  flask.  Fill  to  volume 
with  distilled  water  and  mix  thoroughly. 
Determine  the  absorbance  of  this  solu¬ 
tion  on  a  suitable  spectrophotometer  in 


(2)  Disintegration  time.  Proceed  as 
directed  in  S  436.212  of  this  chapter. 

(c)  Conditions  of  marketing — (D 
Specifications.  Chloramphenicol  tablets 
contain  100  milligrams  of  chlorampheni-- 
col  and  conform  to  the  certification  re¬ 
quirements  of  paragraph  (a)  of  this 
section. 

(2)  Sponsor.  See  No.  017030  in 
§  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  The  drug 
is  administered  to  dogs  for  oral  treat¬ 
ment  of  bacterial  pulmonary  infections, 
bacterial  infections  of  the  urinary  tract, 
bacterial  enteritis,  and  bacterial  infec¬ 
tions  associated  with  canine  distemper 
caused  by  susceptible  organisms. 

(ii)  The  drug  is  administered  at  25 
milligrams  per  pound  of  body  weight 
every  6  hours. 

(iii)  Laboratory  tests  should  be  con¬ 
ducted  Including  in-vitro  culturing  and 
susceptibility  tests  on  samples  collected 
prior  to  treatment.  If  no  response  to 
chloramphenicol  therapy  is  obtained  in 
3  to  5  days,  discontinue  its  use  and  re¬ 
view  diagnosis. 

(iv)  The  label  bears  a  statement  that 
the  product  is  not  to  be  used  in  animals 
which  are  raised  for  food  production. 

(v)  Chloramphenicol  products  must 
not  be  used  in  meat,  egg,  or  milk-pro¬ 
ducing  animals.  The  length  of  time  that 
residues  persist  in  milk  or  tissues  has  not 
been  determined.  Because  of  potential 
antagonism,  chloramphenicol  should 
not  be  administered  simultaneously  with 
penicillin  or  streptomycin. 

(vl)  Federal  law  restricts  this  drug  to 
.use  by  or  on  the  order  of  a  licensed 
’veterinarian. 

§  555.110b  Chloramphenicol  eapnules. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Chloramphenicol  cap¬ 
sules  are  composed  of  chloramphenicol 
with  or  without  one  or  more  suitable 
diluents  and  lubricants.  Each  capsule 
contains  50,  100,  250,  or  500  milligrams 
of  chloramphenicol.  Its  potency  is  satis¬ 
factory  if  it  is  not  less  than  90  percent 
and  not  more  than  120  percent  of  the 
number  of  milligrams  of  chlorampheni¬ 
col  that  it  is  represented  to  contain.  The 
chloramphenicol  used  conforms  to  the 
standards  prescribed  by  i  455.10(a)  (1) 
of  this  chapter. 

(2)  Labeling.  In  addition  to  the  label¬ 
ing  requirements  of  paragraph  (c)  of 
this  section  and  §  510.55  of  this  chapter, 
its  label  and  labeling  shall  bear  the 
statement,  “Warning:  Not  for  use  in  ani¬ 
mals  which  are  raised  for  food,  produc¬ 
tion’’. 


a  1 -centimeter  quartz  cell  at  278  nanom¬ 
eters  against  a  blank  of  distilled  water. 
Calculate  the  potency  of  the  sample  as 
follows: 


(3)  Requests  for  certification:  samples. 
In  addition  to  complying  with  the  re¬ 
quirements  of  §  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(1)  Results  of  tests  and  assays  on : 

(a)  The  chloramphenicol  used  in  mak¬ 
ing  the  batch  for  potency,  safety.  pH, 
specific  rotation,  melting  range,  al^rp- 
tivity,  and  crystallinity. 

(b)  The  batch  for  potency. 

(ii)  Samples  reqiilred: 

(a)  The  chloramphenicol  used  in  mak¬ 
ing  the  batch:  10  packages,  each  con¬ 
taining  approximately  300  milligrams. 

(b)  ’The  batch:  A  minimum  of  30  cap¬ 
sules. 

(b)  Tests  and  methods  of  assay;  po¬ 
tency.  Proceed  as  directed  in  §  455.110(b) 
.of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  Chloramphenicol  cap¬ 
sules  contain  50,  100,  250,  and  500  milli¬ 
grams  of  chloramphenicol  and  conform 
to  the  certification  requirements  of  para¬ 
graph  (a)  of  this  section. 

(2)  Sponsor.  (1)  For  chlorampheni¬ 
col  capsules  containing  50,  100,  250  and 
500  milligrams  chloramphenicol  see 
Nos.  000071,  000196,  000172  and  000345 
in  §  510.690(c)  of  this  chapter. 

(il)  For  chloramphenicol  capsules  con¬ 
taining  100  and  250  milligrams  of  chlor¬ 
amphenicol  see  No.  000022  in  §  510.600 
(c)  of  this  chapter. 

(iii)  TReservedl 

(3)  Conditions  of  use.  (i)  ’The  drug  is 
administered  to  dogs  for  oral  treatment 
of  bacterial  pulmonary  infections,  bac¬ 
terial  infections  of  the  urinary  tract,  bac¬ 
terial  enteritis,  and  bacterial  infections 
associated  with  canine  distemper  caused 
by  susceptible  organisnu, 

(11)  'Die  drug  is  administered  at  25 
milligrams  per  pound  of  body  weight 
every  6  hours. 

(iii)  Laboratory  tests  should  be  con¬ 
ducted  including  in-vitro  culturing  and 
susceptibility  tests  on  samples  collected 
prior  to  treatment. 

(iv)  'This  product  must  not  be  used  in 
meat,  egg,  or  milk  producing  animals. 
I'he  length  of  time  that  residues  persist 
in  milk  or  tissues  has  not  been  deter¬ 
mined. 

(v)  For  use  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  555.110c  Chloramphenicol  oral  solu¬ 
tion. 

(a)  Requirements  for  certification — 
( 1 )  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  CThloramphenicol  oral 
solution  is  a  solution  containing  chlor¬ 
amphenicol  and  one  or  more  suitable  and 


MUligrams  of  cblonunphenicol  per  tablet= 

Abeorbance  Concentration  of  Potency  of  'Average  tablet 

of  sample  ^  working  standard  X  working  standard  x  26,000  x  _ 

solution  solution  (mg/ml)  (meg/mg)  weight  (mg/tab) 


Absorbance  of  working  Weight  of 
standard  solution  ^sample  (mg)  ^ 
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harmless  buffo's  and  preservatives  in  a 
suitable  and  harmless  solvent.  Each 
milliliter  contains  100  milligrams  of 
chloramphei^col.  The  chlorsunphenicol 
content  is  satisfactory  if  it  is  not  less 
than  90  percent  and  not  more  than  120 
percent  of  the  number  of  milligrams  of 
chloramphenicol  that  it  is  represented 
to  contain.  The  pH  is  not  less  than  6.5 
and  not  more  than  8.5.  The  chloram¬ 
phenicol  used  conforms  to  the  standards 
prescribed  in  S  455.10(a)  (1)  of  this 
chapter. 

(2)  Packaging.  It  shall  be  packaged 
in  accordance  with  the  requirements  of 
§  510.45  of  this  chapter. 

(3)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  S  510.- 
55  of  this  chapter. 

(4)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  the  requirements  of 
S  514.50  of  this  chapter,  each  such  re¬ 
quest  shall  contain; 

(1)  Results  of  tests  and  assays  on; 

(a)  The  chloramphenicol  used  in  mak¬ 
ing  the  batch  for  potency,  safety,  pH, 
specific  rotation,  melting  point,  absorp¬ 
tivity,  and  crystallinity. 

(b)  The  batch  for  potency  and  pH. 

<ii)  Samples  required; 

(a)  The  (^oramphenicol  used  in  mak¬ 
ing  the  batch;  10  packages,  each  con¬ 
taining  approximately  300  milligrams. 

(b)  The  batch;  A  minimum  of  6  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  in  §  436.106 
of  this  chapter,  preparing  the  sample 
for  assay  as  follows;  Transfer  an  ac¬ 
curately  measured  portion  of  the  sample 
into  a  volumetric  flask  and  dilute  to 
volume  with  1  percent  potassium  phos¬ 
phate  buffer,  pH  6.0,  (solution  1) .  Further 
dilute  with  solution  #1  to  the  reference 
concentration  of  2.5  micrograms  of 
chloramphenicol  per  milliliter  (esti¬ 
mated). 

(2)  pH.  Proceed  as  directed  in  S  436.- 
202  of  this  chapter,  diluting  the  sample 
with  an  equal  volume  of  distilled  water. 

(c)  Conditions  of  marketing — (1) 
Specifications  and  special  considerations. 
The  product  complies  with  the  require¬ 
ments  of  paragraph  (a)  of  this  section. 

(2)  Sponsor.  See  Nos.  010271  and 
011757  in  S  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
in  dogs  for  the  treatment  of  infections 
of  the  respiratory  tract,  the  urinary  tract, 
and  enteritis  and  tonsillitis  caused  by 
organisms  sxisceptible  to  chlorampheni¬ 
col. 

(il)  It  is  administered  orally  to  dogs 
at  a  dosage  level  of  25  milligrams  per 
poimd  of  body  weight  every  6  hours.  In 
severe  infections,  4  to  6  hour  treatment 
intervals  m^y  be  desirable  the  first  day 
of  treatment.  If  no  response  is  obtained 
in  3  to  5  days,  discontinue  use  of  the 
drug  and  review  the  diagnosis. 

(iii)  The  label  bears  a  statement  that 
this  produce  is  not  to  be  used  in  animRis 
which  are  raised  for  food  production. 

(iv)  Federal'  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 


Subpart  B — Implantation  or  Injectable 
Dosage  Forms 

§  555.210  Chloramphenicol  injection. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength,  qual¬ 
ity,  and  purity.  Chloramphenicol  in¬ 
jection  is  a  solution  containing  chloram¬ 
phenicol  and  one  or  more  suitable  and 
harmless  buffers  and  preservatives  in 
ethyl  alcohol  and  propylene  glycol  base. 
Each  milliliter  contains  100  milligrams 
of  chloramphenicol.  The  chlorampheni¬ 
col  content  is  satisfactory  if  it  is  not  less 
than  90  percent  and  not  more  than  115 
percent  of  the  nvunber  of  milligrams  of 
chloramphenicol  that  it  is  represented 
to  contain.  It  is  sterile.  It  is  nonpyro- 
genic.  It  passes  the  safety  test.  It  con¬ 
tains  no  histamine  or  histaminelike  sub¬ 
stances.  Its  pH  is  not  less  than  6.5  and 
not  more  than  8.5.  The  chloramphenicol 
used  conforms  to  the  standards  pre¬ 
scribed  by  §  455.10a(a)  (1)  of  this  chap¬ 
ter. 

(2)  Packaging.  It  shall  be  packaged 
in  accordance  with  the  requirements  of 
S  510.45  of  this  chapter. 

(3)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and  §  510.- 
55  of  this  chapter. 

(4)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  the  requirements 
of  S  514.50  of  this  chapter,  each  such  re¬ 
quest  shall  contain; 

(i)  Results  of  tests  and  assays  on; 

(a)  ITie  chloramphenicol  used  in  mak¬ 
ing  the  batch  for  potency,  pH,  specific 
rotation,  melting  point,  absorptivity,  and 
crystedlinity. 

(b)  nie  batch  for  potency,  sterility, 
pyrogens,  safety,  histamine  content,  and 
pH. 

(ii)  Samples  required; 

(a)  ITie  chloramphenicol  used  in  mak¬ 
ing  the  batch;  10  packages  each  contain¬ 
ing  approximately  300  milligrams. 

(b)  TTie batch; 

(1)  For  all  tests  except  sterility:  A 
minimiiTn  of  8  immediate  containers. 

•(2)  For  sterility  testing:  20  immediate 
containers  collected  at  regular  intervals 
throughout  each  flUing  operation. 

(b)  Tests  and  methods  of  assays — (1) 
Potency.  Proceed  as  directed  in  S  436.- 
106  of  this  chapter,  preparing  the  sample 
for  assay  as  follows:  Transfer  an  ac¬ 
curately  measured  portion  of  the  sample 
into  a  volumetric  flask  and  dilute  to 
volume  with  1  percent  potassium  phos¬ 
phate  buffer,  pH  6.0  (solution  1).  Fur¬ 
ther  dilute  with  solution  1  to  the  refer¬ 
ence  concentration  of  2.5  micrograms  of 
chloramphenicol  per  milliliter  (esti¬ 
mated)  . 

(2)  Sterility.  Proceed  as  directed  in 
S  436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)  (1)  of 
that  se(|tion,  except  transfer  1  milliliter 
from  each  container  directly  to  the  dry 
Alter,  thus  eliminating  the  preliminary 
solubilization  step. 

(3)  Pyrogens.  Proceed  as  directed  in 
S  436.32(a)  of  this  chapter. 

(4)  Safety.  Proceed  as  directed  in 
S  436.33  of  this  chapter. 


(5)  Histamine.  Proceed  as  directed  in 
§  436.35  of  this  chapter,  omitting  the  ap¬ 
plication  of  heat. 

(6)  pH.  Proceed  as  directed  in 
§  436.202  of  this  chapter,  diluting  the 
sample  with  an  equal  volume  of  distilled 
water. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  product  complies  with 
the  requirements  of  paragraph  (a)  of 
this  section. 

(2)  Sponsor.  See  Nos.  010271  and 
011757  in  s  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use — (i)  It  is  used 
in  dogs  for  the  treatment  of  infections  of 
the  respiratory  tract,  the  urinary  tract, 
and  enteritis  and  tonsillitis  caused  by 
organisms  susceptible  to  chlorampheni¬ 
col. 

(ii)  It  is  administered  intramuscularly 
or  intravenously  at  a  dosage  level  of  5  to 
15  milligrams  per  pound  of  body  weight 
every  6  hours.  In  severe  Infections,  4  to 
6  hour  treatment  intervals  may  be  de¬ 
sirable  the  first  day  of  treatment.  If  no 
response  to  treatment  is  obtained  in  3 
to  5  days,  use  should  be  discontinued  and 
the  diagnosis  reviewed. 

(iii)  The  label  bears  a  statement  that 
the  product  is  not  to  be  used  in  animals 
which  are  raised  for  food  production. 

(iv)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

Subpart  C — Ophthalmic  and  Topical 
Dosage  Forms 

§  555.310  Chloramphenicol  ophthalmic 
and  topical  dosage  forms. 

§  555.310a  Chloramphenicol  ophthal¬ 
mic. 

(a)  Requirements  for  certification — 
(1)  The  requirements  for  certification 
for  chloramphenicol  ophthalmic  are  de¬ 
scribed  under  S  455.310b  of  this  chapter. 

(2)  When  it  is  intended  solely  for 
veterinary  use,  its  label  and  ladling 
shall  comply  vdth  all  the  requirements 
of  S  455.310b(a)  (3)  of  this  chapter,  ex¬ 
cept  that  in  lieu  of  the  statement  “Cau¬ 
tion:  Federal  law  prohibits  dispensing 
without  prescription”,  it  shall  be  labeled 
in  accordance  with  the  requirements  pre¬ 
scribed  by  §  201.105  of  this  chapter 
(regulations  issued  under  section  502(f) 
of  the  act) . 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chloram¬ 
phenicol  ophthalmic  are  described  in 
S  455.310b  of  this  chapter. 

§  555.310b  Chloramphenicol  topical. 

(a)  Requirements  for  certification.  (1) 
The  requirements  for  certification  for 
chloramphenicol  topical  are  described 
under  S  455.410(a)  of  this  chapter. 

(2)  When  it  is  intended  solely  for  vet¬ 
erinary  use,  its  label  and  labeling  shall 
comply  wiUi  all  the  requirements  of 
S  455.410(a)  (3)  of  this  chapter,  except 
that  in  lieu  of  the  statement,  “Caution; 
Federal  law  prohibits  dispensing  without 
prescription”,  it  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
S  201.105  of  this  chapter  (regulations 
i^ued  under  section  502(f)  of  the  act) 
and  bear  on  its  label  and  labeling  the 


FEDEtAL  lEGISTER,  VOL.  40,  NO.  60 — ^THURSDAY,  MARCH  27,  1975 


RULES  AND  REGULATIONS 


13941 


statement,  “Warning — Not  for  use  in 
animals  which  are  raised  for  food  pro¬ 
duction." 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chloram¬ 
phenicol  topical  are  described  under 
§  455.410(b)  of  this  chapter. 

§  535.310c  Chloramphenicol  ophthal¬ 
mic  ointment. 

(a)  Requirements  for  certification.  The 
requirements  for  certification  for  chlor¬ 
amphenicol  ointment  (chloramphenicol 
cream)  are  described  tmder  S  455.310c 
(a)  of  this  chapter. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chloram¬ 
phenicol  ointment  are  described  under 
§  455.310c(b)  of  this  chapter. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  product  conforms  to 
the  specification  requirements  in  para¬ 
graph  (a)  of  this  section,  and  is  sub¬ 
ject  to  the  tests  and  methods  of  assay 
prescribed  in  paragraph  (b)  of  this  sec¬ 
tion.  Elach  gram  of  the  product  contains 
10  milligrams  chloramphenicol. 

(2)  Sponsor.  See  Nos.  000071  and 
010616  in  §  510.600(c)  of  this  chapter  for 
use  in  accordance  with  paragraph  (c)  (3) 

(i)  (a)  of  this  section  and  No.  017030  for 
use  in  accordance  with  paragraph  (c)  (3) 

(i)  (b)  of  this  section. 

(3)  Conditions  of  use. — (i)  It  is  used 
in  dogs  and  cats  for  the  treatment  of  bac¬ 
terial  conjunctivitis  caused  by  pathogens 
susceptible  to  chloramphenicol  as  fol¬ 
lows: 

(a)  It  is  applied  every  3  hours  around 
the  clock  for  48  hours  after  which  night 
instillations  may  be  omitted.  Treatment 
should  be  continued  for  2  days  after  the 
eye  appears  normal. 

(b)  It  is  applied  to  affected  eye  four 
to  six  times  d^ly  for  the  first  72  hours 
depending  upon  the  severity  of  the  con¬ 
dition.  A  small  amount  of  ointment 
should  be  placed  in  the  lower  conjimc- 
tival  sac.  Continue  treatment  for  48 
hours  after  eye  appears  normal. 

(ii)  Therapy  for  cats  should  not  ex¬ 
ceed  7  days.  Prolonged  use  in  cats  may 
produce  blood  dyscrasias.  If  improve¬ 
ment  is  not  noted  in  a  few  days  a  change 
of  therapy  should  be  considered.  When 
infection  is  suspected  as  the  cause  of  a 
disease  process,  especially  in  purulent  or 
catarrhal  conjunctivitis,  attempts  should 
be  made  to  determine  through  suscepti¬ 
bility  testing,  which  antibiotics  will  be 
effective  prior  to  applying  ophthalmic 
preparations.  This  chloiumphenicol 
product  must  not  be  used  in  animals 
producing  meat,  eggs,  or  milk.  The  length 
of  time  that  residues  persist  in  milk  or 
tissues  has  not  been  determined. 

(iii)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§55.5. 3  lOd  Chloramphenicol  ophthal¬ 
mic  solution. 

(a)  Requirements  for  certification — 

(1)  Standards  of  identity,  strength, 
quality,  and  purity.  Chloramphenicol 
ophthalmic  solution  contains  in  each 
milliliter  5  milligrams  of  chlorampheni¬ 
col  with  or  without  one  or  more  suitable 


and  harmless  preservatives  and  surfac¬ 
tants  in  an  aqueous  solution.  Its  potency 
Is  not  less  than  -90  percent  and  not  more 
than  130  percent  of  the  number  of  milli¬ 
grams  of  chloramphenicol  that  it  is  rep¬ 
resented  to  contain.  It  is  sterile.  Its  pH  is 
not  less  than  3  nor  more  than  6.  The 
chloramphenicol  used  conforms  to  the 
standards  prescribed  by  $  455.10(a)  (1) 
of  this  chapter. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and 
§  510.55  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 
requirements  of  §  514.50  ot  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  chloramphenicol  used  in 
making  the  batch  for  potency,  safety, 
pH,  specific  rotation,  melting  range,  ab¬ 
sorptivity,  and  crystallinity. 

(b)  The  batch  for  potency,  sterility, 
and  pH. 

(ii)  Samples  required: 

(a)  The  chloramphenicol  used  in 
making  the  batch:  10  containers,  each 
containing  not  less  than  300  milligrams. 

(b)  The  batch: 

(1)  For  all  tests  except  sterility:  A 
minimum  of  five  immediate  containers. 

(2)  For  sterility  testing:  20  Immediate 
containers,  collected  at  regular  intervals 
throughout  each  filling  operation. 


(2)  Sterility.  Proceed  as  directed  in 
§  436.20  of  this  chapter,  using  the 
method  described  in  paragraph  (e)  (1) 
of  that  section. 

(3)  pH.  Proceed  as  directed  in  $  436.202 
of  this  chapter,  using  the  undiluted  solu¬ 
tion. 

(c)  Conditions  of  marketing — (1) 
Specifications.  The  solution  conforms  to 
the  certification  requirements  of  para¬ 
graph  (a)  ot  this  section.  The  solution 
contains  as  active  ingredient,  chloram¬ 
phenicol  0.5  percent  with  cholorbutanol 
0.5  percent  as  a  preservative. 

(2)  Sponsor.  See  No.  017030  in 

5  510.600(c)  of  this  cha^Tter. 

(3)  Conditions  of  use.  (i)  It  is  used 
in  dogs  and  cats  for  the  treatment  of 
bacterial  conjunct! vltia  caused  by  orga¬ 
nisms  susceptible  to  chloramphenicol. 

(ii)  Treat  with  one  or  two  drops,  4  to 

6  times  a  day  for  the  first  72  hours,  de¬ 
pending  upon  the  severity  of  the  condi¬ 
tion.  Intervals  between  applications  may 
be  increased  after  the  first  2  days.  Ther¬ 
apy  should  be  continued  for  48  hours 
after  an  apparent  cure  has  been  attained. 

(iii)  Therapy  for  cats  should  not  ex¬ 
ceed  7  days.  As  with  other  antibiotics, 
prolonged  use  may  result  in  overgrowth 
of  nonsusceptible  organisms.  If  superin- 
fection  occurs,  or  if  clinical  improvement 
is  not  noted  within  a  reasonable  period, 
discontinue  use,  and  institute  appropri¬ 
ate  therapy.  Prolonged  use  in  cats  may 
produce  blood  dyscrasias.  This  chlor¬ 
amphenicol  product  must  not  be  used 
in  meat-,  egg-,  or  milk-producing  anl- 


(b)  Tests  and  methods  of  assay — (1) 
Potency.  Use  either  of  the  following 
methods;  however,  the  results  obtained 
from  the  microbiological  turbldlmetrlc 
assay  shall  be  conclusive. 

(1)  Microbiological  turbidimettic  as¬ 
say.  Proceed  as  directed  in  S  436.106  of 
this  chapter,  preparing  the  sample  for 
assay  as  follows:  Dilute  an  accurately 
measured  representative  portion  of  the 
sample  in  stifflclent  1  percent  potassium 
phosphate  buffer,  pH  6.0  (solution  1), 
to  give  a  stock  solution  of  convenient 
concentration.  Further  dilute  an  aliquot 
of  the  stock  solution  with  solution  1  to 
the  reference  concentration  of  2.5  micro- 
grams  of  chloramphenicol  per  milliliter 
(estimated). 

(li)  Spectrophotometric  assay.  Dilute 
a  1 -milliliter  aliquot  of  the  sample  in 
sufficient  distilled  water  to  make  a  solu¬ 
tion  containing  20  milligrams  of  chlor¬ 
amphenicol  per  milliliter.  Dissolve  an 
accurately  weighed  portion  of  the  work¬ 
ing  standard  in  sufficient  distilled  water 
to  give  a  solution  containing  20  milli¬ 
grams  per  milliliter.  Warm  if  necessary 
to  hasten  solution  of  the  working  stand¬ 
ard.  Cool.  Using  a  suitable  spectropho¬ 
tometer  and  distilled  water  as  the  blank, 
determine  the  absorbance  of  the  sam¬ 
ple  and  standard  solutions  at  278  nanom¬ 
eters.  Calculate  the  potency  of  the 
sample  as  follows: 


mals.  The  length  of  time  that  residues 
persist  In  milk  or  tissues  has  not  been 
determined. 

(Iv)  For  use  by  or  on  the  order  of  a 
licensed  veterinarian. 

§  555.310e  Chloramphenicol  •  predniso- 
lone>tetracaine>squaIane  topical  sus¬ 
pension. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identity,  strength, 
quality,  and  purity.  This  drug  is  a  sus¬ 
pension  composed  of  chloramphenicol, 
prednisolone,  tetracaine,  and  squalane  in 
a  suitable  and  harmless  vehicle.  Each 
milliliter  contains  4.2  milligrams  of 
chloramphenicol,  1.7  milligrams  of  pred¬ 
nisolone,  4.2  milligrams  of  tetracaine, 
and  0.21  milliliter  of  S9ualane.  Its  mois¬ 
ture  content  Is  not  more  than  1  percent. 
Its  antibiotic  potency  is  not  less  than  90 
percent  and  not  more  than  125  percent 
of  the  number  of  milligrams  of  chloram¬ 
phenicol  that  it  is  represented  to  contain. 
The  chloramphenicol  used  conforms  to 
the  standards  prescribed  by  §  455.10(a) 
(1)  of  this  chapter,  except  safety. 

(2)  Labeling.  It  shall  be  labeled  in 
accordance  with  the  requirements  of 
paragraph  (c)  of  this  section  and 
S  510.55  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  compljdng  with  the 
requirements  of  $  514.50  of  this  chapter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  chloramphenicol  used  in 
making  the  batch  for  potency,  pH, 


Absorbance  of  sample  X  labeled  potency  per 
mlUUlter  In  milligrams 

Milligrams  of  chloramphenicol  per  milliliter = - - - 

Absorbance  of  standard 


} 
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specific  rotation,  melting  range,  absorp¬ 
tivity,  and  crystallinity. 

(b)  The  batch  for  potency  and  mois¬ 
ture. 

(ii)  Samples  required: 

(a)  Hie  chloramphenicol  used  in 
making  the  batch:  10  containers,  each 
containing  approximately  300  milli¬ 
grams. 

(b)  The  batch:  A  minimum  of  six  im¬ 
mediate  containers. 

(b)  Tests  and  methods  of  assay — (1) 
Potency.  Proceed  as  directed  in  §  436.106 
of  this  chapter,  preparing  the  sample 
for  assay  as  follows:  Transfer  an  ac¬ 
curately  mesisured  portion  of  the  sample 
into  a  separatory  funnel  containing  50 
milliliters  of  petroleum  ether.  Shake  the 
separatory  funnel  vigorously  to  bring 
about  complete  mixing  of  the  sample  and 
the  petroleum  ether.  Add  20  milliliters 
of  1  percent  potassium  phosphate  buffer, 
pH  6.0  (solution  1),  and  shake  weQ.  Re¬ 
move  the  buffer  layer  and  repeat  the 
extraction  with  three  additional  20-mil¬ 
liliter  portions  of  solution  1.  Combine  the 
extractives  and  dilute  to  an  appropriate 
volume  with  solution  1.  Further  dilute  in 
solution  1  to  the  reference  concentration 
of  2.5  micrograms  of  chloramphenicol 
per  milliliter  (estimated). 

(2)  Moisture.  Proceed  as  directed  in 
§  436.201  of  this  chi^ter,  using  1  or  2 
milliliters  of  the  suspension. 

(c)  Conditions  of  marketing — (1) 
Specification.  The  suspension  conforms 
to  the  certification  requirements  of 
paragrai^  (a)  of  this  secUon.  Ektch  cubic 
centimeter  of  suspensicm  contains  4.2 
milligrams  of  chloramphenicol,  1.7  milli¬ 
grams  of  prednisolone,  4.2  milligrams  of 
tetracaine,  and  0.21  milliliter  of  squalane 
in  a  petrolatum-mineral  oil  base. 

(2)  Sponsor.  See  No.  017030  in 
S  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  It  is  used  in  the 
treatment  of  acute  otitis  externa  and  py¬ 
odermas  (acute  moist  dermatitis,  vulvar 
fold  dermatitis,  lip  fold  dermatitis,  inter- 
digital  dermatitis,  and  juvenile  dema- 
titis)  in  dogs  and  cats.  Laboratory  tests 
should  be  conducted,  Including  in-vitro 
culturing  and  susceptibility  tests  (m  sam¬ 
ples  collected  prior  to  treatment.  Treat 
with  two  or  thi^  applications  daily  or  as 
needed  for  not  more  than  7  days.  Severe 
infections  should  be  supplemented  by  S3rs- 
temic  therapy.  The  drug  must  not  be  used 
in  the  eyes.  Prolonged  use  in  cats  may 
produce  blood  dyscrasias.  Chlorampheni¬ 
col  products  must  not  be  used  in  meat, 
egg.  or  milk  producing  animals  Hie 
length  of  time  that  residues  persist  in 
milk  or  tissues  has  not  been  determined. 
For  use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  555.310f  Chloramphenicol  •  predniso¬ 
lone  ophthalrfiic  ointment. 

(a)  Requirements  for  certification.The 
requirements  for  certification  for  chlor¬ 
amphenicol  -  prednisolone  ophthalmic 
ointment  are  described  under  §  555.310c. 

(b)  Tests  and  methods  of  assay.  The 
tests  and  methods  of  assay  for  chlor¬ 
amphenicol  -  prednisolone  ophthalmic 
ointment  are  described  under  S  555.310c. 

(c)  Conditions  of  mhrketing — (1) 

Specifications.  The  product  conforms 


to  the  specification  requirements  in 
S  555.310c  (a)  of  this  chapter  and  is  sub¬ 
ject  to  the  tests  and  methods  of  assay 
prescribed  in  §  555.310c(b)  of  this  (iiap- 
ter.  Ektch  gram  of  the  product  contains 
the  following  active  ingredients:  10 
miiiigram.<i  of  chlorampheniool  and  2 
milligrams  of  prednisolcme. 

(2)  Sponsor.  See  No.  017030  in 
§  510.600(c)  of  this  chapter. 

(3)  Conditions  of  use.  (i)  It  is  used 
in  dogs  and  cats  for  the  treatment  of 
bacterial  conjunctivitis  and  <x:ular  in- 
fiammation  caused  by  organisms  suscep¬ 
tible  to  chloramphenicol. 

(ii)  It  is  applied  to  the  affected  eye  4 
to  6  times  daily  for  the  first  72  hours  de¬ 
pending  upon  the  severity  of  the  condi¬ 
tion.  Ccmtinue  treatment  for  48  hours 
after  an  apparent  cure  has  been  at¬ 
tained. 

(iii)  Therapy  for  cats  should  not  ex¬ 
ceed  7  days,  prolonged  use  in  cats  may 
produce  blood  dyscrasia.  As  with  other 
antibiotics,  prolonged  use  may  result  in 
overgrowth  of  nonsusceptible  organisms. 
If  superinfection  occurs  or  if  clinical  im¬ 
provement  is  not  noted  within  a  rea¬ 
sonable  period,  discontinue  use  and  in¬ 
stitute  appropriate  therapy.  All  topical 
ophthalmic  preparations  containing 
corticosteroids,  with  or  without  an  anti¬ 
microbial  agent,  are  contraindicated  in 
the  initial  treatment  of  comeal  ulcers. 
They  should  not  be  used  until  the  infec¬ 
tion  is  under  control  and  comeal  re¬ 
generation  is  well  under  way.  This  chlor¬ 
amphenicol  product  must  not  be  used 
in  meat-,  egg-,  or  milk-producing  ani¬ 
mals.  The  length  of  time  that  residues 
persist  in  milk  or  tissues  has  not  been 
determined. 

(iv)  For  use  only  by  or  on  the  order  of 
a  licensed  veterinarian. 

§  555.3 lOg  Fibrinolysin  and  denoxyribo- 
nucleaae,  combined  (bovine)  with 
chloramphenicol  ointment. 

(a)  Requirements  for  certification — 
(1)  Standards  of  identify,  strength, 
quality,  and  purity.  Fibrinolysin  and  de- 
soxyribonuclease,  combined  (bovine) 
with  chloramphenicol  ointment  is  flb- 
rinolysin,  desoxyribonuclease,  and  chlor¬ 
amphenicol  in  a  suitable  and  harmless 
ointment  base.  It  contains  a  suitable  and 
harmless  preservative.  Each  gram  con¬ 
tains  1  unit  of  fibrinolysin,  666  units  of 
desoxyribonuclease,  and  10  milligrams 
of  chloramphenicol.  Its  chloramphenicol 
content  is  satisfactory  if  it  is  not  less 
than  90  percent  and  not  more  than  120 
.  percent  of  the  number  of  milligrams  of 
chloramphenicol  that  it  is  represented 
to  contain.  The  chloramphenicol  used 
conforms  to  the  standards  prescribed  by 
§  455.10  of  this  chapter,  except  safety.  In 
addition  to  the  requirements  prescribed 
by  this  paragraph,  the  drug  satisfies  the 
requirements  designated  therefor  by  the 
Division  of  Biologies  Standards,  Na¬ 
tional  Institutes  of  Health,  Department 
of  Health,  Education,  and  Welfare. 

(2)  Labeling.  It  shall  be  labeled  in  ac¬ 
cordance  with  the  requirements  of 
$  510.55  of  this  chapter. 

(3)  Requests  for  certification;  sam¬ 
ples.  In  addition  to  complying  with  the 


requirements  of  8  514.50  of  this  clu^yter, 
each  such  request  shall  contain: 

(i)  Results  of  tests  and  assays  on: 

(a)  The  chloramphenicol  used  in  mak¬ 
ing  the  batch  for  potency,  pH,  specific 
rotation,  melting  range,  absorptivity,  and 
crystallinity. 

(b)  The  batch  for  potency. 

(ii)  Samples  requi^: 

(a)  The  chloramphenicol  used  in  mak¬ 
ing  the  batch:  10  packages,  each  con¬ 
taining  approximately  300  milligrams. 

(b)  The  batch:  A  minimum  of  5  con¬ 
tainers  if  it  is  packaged  in  immediate 
containers  of  tin  or  glass,  and  a  mlnl- 
minn  of  20  immediate  containers  if  it  is 
packaged  in  immediate  containers  other 
than  tin  or  glass. 

(b)  Tests  and  methods  of  assay;  po¬ 
tency.  Proceed  as  directed  in  8  436.106  of 
this  chapter,  preparing  the  sample  for 
assay  as  follows:  Place  an  accurately 
weighed  representative  portion  of  the 
sample  into  a  high-speed  glass  blender 
jar  containing  1  milliliter  polysorbate  80 
and  sufficient  1  percent  potassium  phos¬ 
phate  buffer,  pH  6.0  (solution  1),  to  give 
a  stock  solution  of  convenient  concen¬ 
tration.  Blend  3  to  5  minutes.  Remove  an 
aliquot  and  further  dilute  with  solution 
1  to  the  reference  concentration  of  2.5 
micrograms  of  chloramphenicol  per  mil¬ 
liliter  (estimated). 

Subpart  D — Otic  Dosage  Forms 
§  555.410  Chloramphenicol  otic. 

The  requirements  for  certification  and 
the  tests  and  methods  of  assay  for 
chloramphenicol  otic  are  described  un¬ 
der  8  555.310b. 


PART  556— TOLERANCES  FOR  RESIDUES 
OF  NEW  ANIMAL  DRUGS  IN  FOOD 


Sec. 

Subpart  A — General  Provlalona 

556.1 

General  oonsiderations;  tolerances 
for  residues  of  new  animal  drugs 
in  food. 

Subpart 

B — Specific  Tolerances  for  Residues  of 
New  Anintal  Drugs 

556.20 

2-Acetylamlno-5-nltrothlazole. 

556.30 

Aklomlde. 

556.40 

AmplcilUn. 

556.50 

Amprollum. 

556.60 

Arsenic. 

656  70 

Bacitracin. 

556.80 

Bambermyclns. 

556.90 

BuqulncHate. 

556.100 

Carbadoz. 

556.110 

Carbomycln. 

556.120 

Chlorhextdlne. 

556.130 

Chlormadlnone  acetate. 

556.140 

Chlorobutanol. 

556.160 

Chlortetracycllne. 

556.160 

Clopldol. 

566.170 

Decoqulnate. 

566.180 

Dlchlorvoe. 

556.100 

Dlethylstllbestrol. 

556.200 

Dlhydrostreptomycln. 

556.210 

Dlmetrldazole. 

556.220 

3,5-Dlnltrobenzamlde. 

556.230 

Erythromycin. 

556.240 

Estradiol  benzoate. 

556.250 

Estradiol  monopal  mltate. 

556.260 

Ethopabate. 

556.270 

Ethylenedlamlne. 

566.280 

Furaltadone. 

556.290 

Furazolidone. 

556.300 

Gentamicin  sulfate. 

556.310 

Haloxon. 

556.320 

Hydrocortisone . 
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556^30  Hygromycln  B. 

558^40  IpronldaEOle. 

538^60  Levamliol*  hydrochloride. 

556.360  Llncomycln. 

556.370  Medroxyprogesterone  scetate. 

656.380  Melengestrol  acetate. 

566.300  Metbylparaben. 

666.400  MethylpiednUoIone. 

666.410  Metoeerpate  hydrochloride. 

566.430  Monensln. 

666.430  Neomydn. 

666.440  Nequlnate. 

666.450  Nlhydrazone. 

666.460  Novoblooln. 

666.470  Nyatetln. 

666.480  Oleandomycin. 

656.400  Ormetoprlm. 

666.600  Oxytetracyollne. 

666.610  Penicillin. 

666.630  Prednisolone. 

666.680  Prednlacme. 

666.640  Progesterone. 

566.680  Propylparaben. 

556.660  Pyrantel  tartrate. 

566J170  Reaerplne. 

666.680  Robenldlne  hydrochloride. 

666.600  SaUeyUc  add. 

666.600  Spectlnomycln. 

656.610  Streptomycin. 

566.636  Sdlum  sulfachloropyraalne  mono¬ 
hydrate. 

666.680  Sulfaehlorpyrldaalne. 

566.640  Sulfadlmethoxlne. 

566.660  Sulfaethoxypyrldaslne. 

566.660  Sulfameraalne. 

666.670  Sulfamethaxlne. 

566.680  Sulfanltran. 

666deo  Sulfathlaaole. 

666.700  Sulfomjrxln. 

666.706  Testosterone. 

666.710  Testosterone  pn^lonate. 

666.730  Tetracycline. 

666.780  Thlabendaaole. 

666.740  Tyiosln. 

666.760  Vlrglnlamyoln. 

666.780  Zennol. 

566.770  Zoalene. 

AoTHoarTT:  Sees.  513,  701(a).  53  Stat.  1055, 
83  SUt.  343-851  (31  VJB.C.  360b,  871  (a) ) . 

Subpart  A — Qanaral  Provisions 

§  556.1  General  consklerations;  toler¬ 
ances  for  residues  of  new  anfanal 
dmiES  in  food. 

(a)  Tolerances  establlsbed  in  this  part 
are  based  upon  residues  of  drugs  in  edible 
products  of  food-producing  animals 
treated  with  such  drugs.  Consideration  of 
an  appropriate  tolerance  for  a  drug  shall 
result  in  a  conclusion  either  that: 

(1)  Finite  residues  will  be  present  in 
the  edible  products — ^In  which  case  a 
finite  tolerance  is  required;  or 

(2)  It  is  not  possible  to  determine 
whether  finite  residues  will  be  incurred 
but  there  is  reasonable  expectation  that 
they  may  be  present — ^in  which  case  a 
tolerance  for  negligible  residue  is  re¬ 
quired;  or 

(3)  The  drug  induces  cancer  when  in¬ 
gested  by  man  or  animal  or,  after  tests 
which  are  appropriate  for  the  evaluation 
of  the  saf^  of  such  drug,  has  been 
shown  to  induce  cancer  in  man  or  ani¬ 
mal;  however,  such  drug  will  not  ad¬ 
versely  affect  the  animals  for  which  it  is 
intended,  and  no  residue  of  such  drug 
will  be  found  by  prescribed  methods  of 
analysis  in  any  edible  portion  of  such 
animals  after  slatighter  or  in  any  food 
yielded  by  or  derived  from  the  living  ani¬ 


mal — ^in  which  case  the  accepted  method 
of  analysis  shall  be  published  or  cited,  if 
previously  pifi>li8hed  and  available  dse- 
where,  in  this  part;  or 

(4)  It  may  or  may  not  be  possible  to 
determine  whether  finite  residues  will  be 
incurred  but  there  is  no  reasonable  ex¬ 
pectation  that  they  may  be  present — in 
which  case  the  establishment  of  a  toler¬ 
ance  is  not  required;  or 

(5)  The  drug  is  such  that  it  may  be 
metabohxed  and/or  assimilated  in  such 
form  that  any  possible  residue  would  be 
indistinguishable  from  normal  tissue 
constituents — in  which  case  the  estab¬ 
lishment  of  a  tolerance  is  not  required. 

(b)  No  tolerance  established  pursuant 
to  paragraph  (a)  (1)  of  this  section  will 
be  set  at  any  level  higher  than  that  re- 
fieoted  by  the  permitted  use  of  the  drug. 

(c)  Any  tolerance  required  pursuant 
to  this  section  will,  in  addition  to  the 
toxicological  considerations,  be  ccndl- 
tioned  on  the  availability  of  a  practicable 
analytical  method  to  determine  the 
quantity  of  residue.  Such  method  must 
IM  sensitive  to  and  rdiable  at  the  estab¬ 
lished  tolerance  level  or,  in  certain  in¬ 
stances,  may  be  sensitive  at  a  higher  level 
where  such  level  is  also  deemed  satisfac¬ 
tory  and  safe  in  light  of  the  toxioi^  of 
the  drug  residue  and  of  the  unlikelihood 
of  such  residue’s  exceeding  the  tolerance. 

Subpart  B — Specific  Tolerances  for 
Residues  of  New  Animal  Drugs 

§  556.20  2-Acetylamino-5-nitrothiaxole. 

A  tcderanoe  of  0.1  part  per  minion  is 
established  for  negligible  residues  of  2- 
acetylamlno-S-nitroUiiasole  in  ttw  edi¬ 
ble  tissues  of  turkeys. 

§  556.30  Aklomide. 

Tolerances  are  established  for  com¬ 
bined  residues  of  aklomide  (2-chloro-4- 
nitrobensanrlde)  and  its  metabolite  (4- 
amino-2-chloroben3amide)  in  uncooked 
edible  tissues  of  chickens  as  foUows: 

(a)  4.5  parts  per  million  in  liver  and 
muscle. 

(b)  3  parts  per  million  in  skin  with 
fat 

§  556.40  Ampicillin. 

A  tolerance  of  0.01  p/m  Is  established 
for  negligible  residues  of  ampicillin  in  the 
imcooked  edible  tissues  of  swine  and 
cattle  and  in  milk. 

§  556.50  Amproliuiii. 

Tolerances  are  established  as  follows 
for  residues  of  amprollum  (l-(4-amlno- 
2-n-propyl  -  5  -  pyrlmldinylmethyl) -2- 
picolinium  chloride  hydrochloride) : 

(a)  In  the  edible  tissues  and  in  eggs 
of  chickens  and  turkeys: 

(1)  part  per  milUon  in  uncooked 
liver  and  kidney. 

(2)  0.5  part  per  million  in  uncooked 
muscle  tissue. 

(3)  In  eggs: 

(i)  8  parts  per  million  in  egg  yolks. 

(il)  4  parts  per  million  in  whole  eggs. 

(b)  In  the  edible  tissues  of  calves: 

(1)  2.0  parts  per  million  in  uncooked 
fat. 

(2)  0.5  part  per  milli(m  in  uncooked 
muscle  tissue,  liver,  and  kidney. 


§  556.60  Anenic. 

Tolerances  for  total  residues  of  com¬ 
bined  arsenic  (calculated  as  As)  in  food 
are  established  as  follows: 

(a)  In  edible  tissues  and  in  eggs  of 
chickens  and  turkeys: 

(1)  0.5  part  ver  million  in  uncooked 
muscle  tissue. 

(2)  2  parts  per  mlUlmi  in  uncooked 
edible  by-products. 

(3)  0.5  part  per  million  in  eggs. 

(b)  In  edible  tissues  of  swine: 

(1)  2  parts  per  million  in  uncooked 
liver  and  kidney. 

(2)  0.5  part  per  million  in  uncocked 
muscle  tissue  and  byproducts  other 
liver  and  kidney. 

§  556.70  Bacitncin. 

Tolerances  for  residues  of  badtradn 
frmn  bacitracin,  zinc  bacitracin,  man¬ 
ganese  bacitracin,  or  bfu;itracln  meth¬ 
ylene  disalicylate  are  established  at  0.5 
part  per  million  (0.02  unit  per  gram), 
negligible  residue,  in  uncooked  edible 
tissues  of  cattle,  swine,  chickens,  turkeys, 
l^ieasants,'  and  qciail,  and  in  milk  and 
eggs. 

§  556.80  Bambcrmycina. 

Toleranees  are  established  for  resi¬ 
dues  of  bsunbermycins  in  unccxked  ed¬ 
ible  ttMoes  of  chickens  as  follows: 

(a)  In  muscle  tissues:  0.75  part  per 

(b)  Ih  liver:  OAO  part  per  million. 

(c)  In  kidney,  skin,  and  fat  oi  chlck- 
ens:  1.00  p^  per  minion. 

§  556.90  Bnqninoiate. 

Tolerances  are  established  for  residues 
of  buquinolate  as  follows: 

(a)  In  edible  tissues  of  chickens* 

(1)  0.4  part  per  mlllicm  in  unco  ked 
liver,  kidney,  and  skin  with  fat. 

(2)  0.1  per  million  in  uncooked 
muscle. 

(b)  In  eggs: 

(1)  0.5  part  per  million  in  imcooked 
yolk. 

(2)  0.2  part  per  million  in  uncooked 
whole  eggs. 

§  556.100  Cubadox. 

No  residues  of  carbadox  (Methyl  3- 
(2-quinoxalinylmethylene)  carbazate-N*, 
N*-dloxide)  and  its  metabolite  (quinoxa- 
llne-2-carboxylic  acid)  are  found  in  the 
uncooked  edible  tissues  of  swine  as  deter¬ 
mined  by  the  following  method  of 
analysis: 

I.  BsAOXim 

A.  Banaeno— DiatUlad-ln-Olaas  grada,  Bur¬ 
dick  and  Jackson  Laboratorlas  or  aqulvalant. 

B.  Bthyl  aoatata — DlstlUad-ln-Olan  grada, 
Burdick  and  Jackatm  Laboratorlaa  or 
aqulvalant. 

C.  n-Haxana — ^DlstlUad-ln-Olass  grada, 
Burdick  and  Jackson  Laboratorlas  or 
aqulvalant. 

D.  1-Propanol — raagant  grada,  drlad  ovar 
molacular  slaya  pallats  (6A). 

X.  Citric  acid  monohydrata — Pflasr, 
Inc.,  at  aqulvalant. 

F.  Potasslmn  hydroxlda — pallats,  raagant 
grada. 

a.  Sodium  hydroxlda — pallats.  raagant 
grada. 

H.  Hydrochloric  acid — raagant.  A.OB. 
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I.  Sulfuric  ftdd — mgent.  AXJB. 

J.  Hfviuim  gulfata — anhydrous,  reagant 
grade. 

,  K.  Qulnoxallne-2-carboxyllc  acid — Pflaer 
inc..  or  equivalent. 

L.  Propyl  qulnozallne-a>carbozylate— 
Pflaer,  Inc.,  or  equivalent. 

M.  Acridine — practical  grade;  Matheeon. 
Coleman  and  Bell  or  equivalent. 

n.  SoLtmom 

A.  IV  Citric  add. 

B.  6V  Sodium  hydroxide. 

C.  3 V  Potassium  hydroxide 

D.  0.5V  Citric  acid  buffer.  Adjust  the  pH 
of  100  milliliters  of  IV  citric  acid  to  pH  6.0 
with  5V  sodliun  hydroxide  (approximately 
56  mllllllten),  using  a  previously  calibrated 
pH  meter.  Adjust  the  flnal  volume  to  300 
mllllllten  with  dletlUed  water.  Before  making 
the  flnmi  pH  adjustment,  cool  the  buffw  to 
room  temperaiture. 

K.  1-Piopanol-Bulfurle  add  reagent  (07:8). 
Dilute  S  mllHllten  of  concentrated  sulfuric 
add  to  100  mUlUlten  with  dried.  Altered,  and 
coded  l-prcqianol. 

F.  Acridine  sdutlon.  Dissolve  1  milligram 
of  acridine  In  100  mllllllten  of  bensene. 

O.  Qulnoxallne-3-oart>oxyllo  add  sdu- 
tlona: 

1.  Stock  solution  A.  Dlsadve  1.25  milligram 
of  qulnoxallne-2-earboxylle  add  In  enough 
1-propand  to  make  lOOX)  mllllllten  (oonoen* 
tratlon  12A  mlcrograms  per  milliliter) . 

2.  Stock  solution  B.  Dilute  IB  milliliter  of 
stock  sdutlon  A  to  100.0  mlllillten  with 
l-propand-sulfurlc  add  reagent  (ooncen- 
tntlon  0.125  microgram  per  mlllUlter). 

8.  Working  standard  solution  O.  Dilute  a 
2.0  mlHUlter  aliquot  of  stock  sdutlon  B  to 
lOB  mllllllten  with  l-propand-sulfurlc  add 
reagent  (concentration  25B  nanograms  per 
mllllUter). 

4.  Working  standard  solution  D.  Dilute  a 
SB  mllHllter  aliquot  off  stock  solution  B  to 
lOB  mllllllten  with  l-propand-sulfurlc  add 
reagent  (concentration  87B  nanograms  per 
mllllUter). 

5.  Working  standard  solution  E.  Dilute  a 
i.O  mlUUlter  aUquot  of  stock  solution  B  to 
10.0  mllliUten  with  1-pzopand-eulfurlc  add 
reagent  (ooncentratkm  60.0  nanograms  per 
mlllUlter). 

6.  Eorti/tcation  solution.  Dilute  S.0  mU- 
Ullten  stock  solution  A  to  260  mllllllten  with 
dlstUled  water  (ooncentratlon  160  nanograms 
per  mlllUlter) . 

7.  Propyl  quinoxaUne-2-csrboiytate  solu¬ 
tion.  Dissolve  1.00  mUllgram  of  propyl 
qulnoxallne-2-carboxylate  In  enough  ethyl 
acetate  to  make  10  mlllUltras  (concentration 
100  mlcrograms  per  mlllUlter) . 

m.  Appabstds 

A.  Cdumn,  glaas-tapered  at  one  end,  OB 
centlmeten  x  21.6  oentlmeten,  prq>ared 
from  a  10-mUlUlter  serdoglcal  pipette. 

B.  Centrifuge  tubes,  heavy  duty — 60- 
mlUUlter  graduated  (60-mUlUlter  capadty), 
equipped  with  glass  stoppen,  B.  C.  Kwald, 
Inc.,  or  equivalent. 

C.  Centrifuge  tubes — 50  mUlUiten  gradu¬ 
ated,  equipped  with  glass  stoppen. 

D.  Vdumetrlc  flasks— 5  10  100  and  260- 
mUlUlter  capacity,  glass  stc^pered. 

B.  Pipettes,  automatic  transfer — 10  16  and 
26-mUlUlter  deUvery  volume. 

F.  Pipettes,  measuring — 0.1  and  OB  mlUl- 
Uter  delivery  volume. 

O.  Pipettes,  volumetric — 1  2  8  4  and  6- 
mUlUlter  ddlvery  volume. 

H.  Pipette,  serdoglcal — 10  mlllUlter  deUv¬ 
ery  volume. 

I.  Pipettes — Pasteur,  disposable. 

J.  Proplpette  bulb. 

K.  Syringe — 10  mlcroUter  capadty,  HamU- 
ton  or  equivalent. 


L.  Crystallising  dish — 100  millimeter  (di¬ 
ameter)  X  100  mUUmeter  (height),  for  dl 
bath. 

M.  Test  tube  rack. 

N.  Test  tube  mixer— Vortex  mixer  or 
equivalent. 

O.  Lab  Jack — Cenco  or  equivalent. 

P.  Tbermo-stlr  hotplate. 

Q.  Magnetic  stirrer  bar  (teflon) . 

B.  Thermometer — centigrade,  0*  to  160*  O. 
range. 

8.  Knife  (for  cutting  froeen  tissue) . 

T.  Dltravldet  light — ^264  nandneten  and 
366  nanometen. 

U.  Scalpel. 

V.  Tordon  balance— style  BX-1,  dass  A, 
Tordon  Balance  Co.,  or  equivalent. 

W.  Cabn  electrobalance — Cahn  Model  C-3 
or  equivalent. 

X.  Centrifuge — ^International,  size  2.  model 
K,  or  equivalent. 

Y.  Botary  ev^>orator  equipped  either  with 
a  water  aspirator  or  with  a  vacuum  pump 
and  condenser. 

Z.  Alkadd  test  paper. 

AA.  Olasslne  paper. 

BB.  Olasswod. 

CC.  Flask^ound  bottom,  29/42  ST,  250 
mlUlliters. 

DD.  nask — around  bottom,  10/22  ST,  65 
mlUlliters. 

EE.  Funnel — ^burette. 

FF.  Hair  dryer. 

OO.  pH  meter. 

HH.  Tray — Instrument,  stainless  steel. 

n.  Water  bath. 

JJ.  Preooated  thin  layer  plates — 20  x  20 
centimeters;  250  micron  thickness,  SUlcs  gel 
OF,  E.  Merck,  Darmstadt;  distributed  by 
Brinkmann  Instruments  Inc.,  Westbury,  N.T. 
11590  or  equivalent. 

KK.  Desaga  multiplate  developing  tanks 
for  flve  20  X  30  centimeters  plates-distrlbuted 
by  Brinkmann  Instruments  Inc.  or 
equivalent. 

LL.  Oas-liquld  cbromatognqih — Micro  Tek 
220  model  Instrximent  (or  equivalent) 
equ4>ped  with  a  Nl<*  electron  afBnlty  piUaed 
detector  and  a  0-1  MV  recorder.  Conditions 
and  operating  parameters  for  the  gas-llquld 
chromatograph  are:  Isothermd  column  tem¬ 
perature,  176*  C.;  Inlet  heater,  270*  C.;  BC 
detector  temperature,  276*  C.;  argon- 

methane  (05:5)  flowrate,  100  mUlUlters  per 
minute  (40  pounds  per  square  Inch);  chart 
speed,  ^  Inch  per  minute,  attentuatlon,  10  x 
64.  Blectrometer  pulse  parameters:  BF  mode; 
voltage  output,  65;  pulse  rate,  270  micro¬ 
seconds;  pulse  width,  3.0  microseconds. 

A  glass  sleeve  Injection  port  liner  Is  in- 
staUed  for  off -column  Injections. 

MM.  Packing — 3  percent  OV-17  on  Oas 
Chrom  Q,  60-80  mesh.  Applied  Sciences  Lab¬ 
oratories,  Inc.  or  equivalent. 

NN.  Column — pyrex  glass,  TT-tube,  6  feet 
(length)  X  4  mUllmeters  (Inside  diameter). 
Condition  the  packed  column  at  280*  C.  for 
at  least  72  hours  with  argon-methane  (06:6) 
flow,  detached  from  the  detector  Input. 

OO.  Septum — high  temperature  type  (HT- 
13),  Applied  Sciences  Laboratories,  Inc.  or 
equivalent. 

PP.  Detector-Nickel**  electron  capture.  The 
voltage  current  proflle  for  this  detector 
should  plateau  at  80  volts  or  less  In  the  DC 
mode  when  a  stream  of  nitrogen  gas  Is  passed 
through  the  column  and  the  electron  captxire 
detector. 

IV.  PaocxDoax 

A.  DZSSOLUTION  AND  HTOXOLTSIS  8TXP 

Transfer  6  grams  of  swine  tissue  (freshly 
sliced  from  frozen  tissue)  to  a  60-mllllllter 
centrifuge  tube.  Add  10  milliliters  of  8Jf  po¬ 
tassium  hydroxide,  stopper,  and  place  In  a 
100*  C.  silicone  oil  bath  for  1  hour. 

Non:  The  level  of  the  silicone  oil  bath 
should  exceed  that  of  the  tissue  sample. 
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Stopper  the  tubes  lightly  In  order  to  allow 
the  digestion  mixture  to  “breath**.  To  de¬ 
termine  the  recovery  of  qulnoxallne-3-car- 
boxyllc  add  In  swine  tissue  at  the  30  p.p.b. 
level,  fortify  6  grams  of  sample  with  1  milli¬ 
liter  of  fortlflcatlon  solution  (concentration 
160  nanograms  per  mlUlUterl. 

B.  KxnAcnow  snp 

1.  Cool  the  alkaline  hydrdysate  In  an  Ice 
bath  and  addlfy  to  ^  1  pH  1  (deep  red  to 
alkacid  test  paper)  with  4  mlUlliters  of  con¬ 
centrated  hydrochloric  acid.  Add  16  milli¬ 
liters  of  ethyl  acetate  to  the  acidified  hydnU- 
ysate,  stepper,  and  extract  by  shaking  for  30 
seconds.  Centrifuge  the  mixture  at  1,600  rev¬ 
olutions  per  minute  for  6  minutes  to  clarify 
the  ethyl  acetate  phase.  Becover  the  ethyl 
acetate  phase  with  a  blowout  pipette 
equ4>ped  with  a  proplpette  bulb,  and  trans¬ 
fer  this  extract  to  a  60-mlllUlter  separatory 
funxMl  equipped  with  teflon  stopco^.  Be- 
extract  the  hydrolysate  with  two  additional 
16-mUllllter  pcnrtlons  of  ethyl  acetate,  and 
combine  the  organic  extracts. 

Notb:  Do  not  contaminate  the  ethyl  ace¬ 
tate  phase  with  Interfaclal  material  during 
these  extractions.  Qulnoxallne-3-carboxyllc 
acid  Is  unstable  In  stron^y  acidic  solutions. 
Continue  to  process  these  extracts  through 
the  benzene  extraction  and  ev^Kuratltm 
steps. 

2.  Add  6  mUlUlters  of  OBJf  citric  acid  buf¬ 
fer  (pH  6.0)  to  the  ethyl  acetate  extract, 
shake,  and  allow  the  lower  phase  to  clarify 
for  about  20  minutes.  Collect  the  aqueous 
phase  in  a  60-mlllUlter  glass-stoppered  cen¬ 
trifuge  tube.  Beextract  the  ethyl  acetate 
phase  with  an  additional  6  mlUlliters  of  pH  6 
buffer,  wait  for  the  aqueous  phase  to  clarify, 
and  combine  the  aqueous  extracts.  Addlfy 
(^  pH  1)  the  aqueous  extract  with  2  mUU- 
llters  of  concentrated  hydrochlorle  add, 
stepper,  and  extract  with  26  mUlUlters  of 
benzene.  Centrifuge  to  clarify  the  benzene 
layer  and  transfer  the  organic  phase,  using 
a  blowout  pipette  equipped  with  a  proplpette 
bulb,  to  a  2M-mUlUlter  round  bottom  flask. 
Bepeat  the  extraction  and  centrifugation 
steps  three  times.  Combine  the  bensene  ex¬ 
tracts  (about  100  mUlUlters)  and  evaporate 
to  near-dryness,  \islng  a  rotary  evaporate 
equipped  zrlth  a  water  aspirator  and  with  a 
water  bath  set  at  40*  C. 

Note:  A  rotary  evaporator  equipped  with  a 
vacu\im  pump  and  condenser  may  be  used  at 
this  point.  These  residues  may  be  stored 
overnight. 

C.  ZSTXainCATION  STBP 

Beconstltute  the  residue  from  the  previous 
step  by  rinsing  the  walls  of  the  round  bottom 
flask  with  2x2  mUlUlters  of  1-propanol-sul¬ 
furic  acid  reagent;  transfer  each  rinse  with 
a  disposable  pipette  to  a  60-mUlUlter  centri¬ 
fuge  tube.  Stopper  and  beat  the  tube  In  a 
sUlcone  oU  bath  at  00*  C.  for  1  hour.  Cool 
the  reaction  mixture  In  an  Ice  bath  before 
proceeding  to  the  foDowthg  extraction  step. 

Note:  Samples  and  standards  may  be 
stored  overnight  at  room  temperature  In  the 
propanol-sulfuric  acid  medium. 

D.  XXTBACnON  OF  TBX  XSTKB  DXBIVATIVB 

Add  10  mUlUlters  of  water  and  16  mUlUlters 
of  n-hexane  to  the  esterification  mixture. 
Extract  and  centrifuge  to  clarify  the  n-hexane 
phase.  Transfer  the  n-hexane  extract  to  a 
66-mUlUlter  round  bottom  flask;  reextraot 
the  aqueous-propanol  phase  with  two  addi¬ 
tional  15-mUlUlter  portions  of  n-haxane. 
Centrifuge  after  each  extraction  and  com¬ 
bine  the  n-hexane  extracts.  (Norz:  Avoid 
taking  any  of  the  aqueous  phase  In  this  ex¬ 
traction  step;  otherwise,  the  n-hexane  ex¬ 
tracts  wUl  have  to  be  washed  with  8  x  10 
mUlUlters  of  water  and  dried  over  eodltun 
sulfate.)  Concentrate  this  sdutlon  to  OB 
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mlllllltar.  iiatag  a  rotary  e7i4>orator  equipped 
with  a  water  aaplratcM:  and  with  a  water  bath 
set  at  as*  C.  (Note:  A  rotary  eviqxjrator 
equipped  with  a  vacuum  pun^  and  oon- 
deoMr  may  be  used  at  thla  point.)  Fortify 
this  solution  with  0.1  milliliter  of  acridine 
marker  (1  milligram  per  100  mlllllltera 
benzene) . 

Notz:  Do  not  store  the  n-hezane  extracts 
of  the  prenyl  ester  derivative  overnight.  Con¬ 
tinue  to  process  these  solutions  by  the  fol¬ 
lowing  thin-layer  chromatography  step  X. 

X.  TBIN-LATZa  CHBOICATOOZAPHT 

1.  Qiumtltatlvely  transfer  the  concen¬ 
trated  n-bezane  extract  to  the  "origin”  of 
a  20-oentlmeters  z  ao-oentlmeters  allloa  gel 
thin-layer  plate,  using  a  dlq>oaabla  pipette. 
When  pipetting  thla  extract,  streak  It  In  a 
uniform  band  approximately  18  centimeters 
across  and  approximately  30  mlUlmeters 
above  the  lower  edge  of  the  plate,  making 
sure  not  to  scratch  or  remove  iq;>preclable 
portions  of  adsorbent  and  avoiding  ^plica¬ 
tion  of  the  sample  to  the  sides  of  the  plate. 
The  applied  band  should  not  diffuse  or  pene¬ 
trate  to  the  end  of  the  sUlca  gel  layer,  but 
should  remain  10  mllllmeteia  above  the  lower 
edge  of  the  silica  gel  layer.  Rinse  the  roimd 
bottom  flask  (containing  residual  n-hexane) 
with  three  portion^  of  iq>proxlmately  0.28 
milliliter  each  of  ethyl  acetate;  transfer  each 
portion  with  the  same  pipette  and  cover  the 
same  area  of  the  plate  as  described  above. 
Following  each  application  of  the  extract 
and  ethyl  acetate  washes,  eviqporate  the  sol¬ 
vent  from  the  plate  by  directing  a  stream  of 
cool  air  to  the  sample  zone  ("origin”).  Prior 
to  chroDoatograpble  development,  place  an 
edge  (approximately  8  mlUlmeters  deep)  of 
the  tbln-layer  plate  Into  a  tray  of  ethyl  ace¬ 
tate  so  that  the  solvent  wUl  rise  tbroui^  the 
applied  sanq>le  zone  to  form  It  Into  a  narrow 
band  approximately  10  mlUlmsters  above  the 
"origin."  Air  dry  this  plate  before  chromato¬ 
graphic  development. 

2.  Place  the  prepared  plate  In  a  chromato¬ 
graphic  chamber  lined  with  blotting  paper 
and  saturated  with  the  benzene-ethyl  ace¬ 
tate  system  (88:18).  Develop  the  plate  twice 
In  this  system,  maintaining  straight  solvent 
fronts  and  aUowlng  the  solvent  front  to 
reach  the  top  of  the  plate  during  each  Irriga¬ 
tion.  Air  dry  the  thin-layer  plate  for  approxi¬ 
mately  8  minutes  between  the  flrst  and 
second  Irrigations.  Bach  Irrigation  takes  ap¬ 
proximately  78  minutes.  Developed  plates 
should  not  be  stored  overnight.  Examine 
the  developed  plate  under  long  wavelength 
(366  nanometers)  ultraviolet  light  and  lo¬ 
cate  the  blue  fluorescent  band  of  acridine 
(ffr  approximately  0.8).  Mark  out  a  12- 
mlUlmeters  x  30-eentlmeter8  band  of  sUlca 
gel  encompassing  an  area  8  mUllmeters  above 
and  7  millimeters  below  the  center  of  the 
acridine  marker  and  extending  from  one  side 
of  the  plate  to  the  other. 

Notx:  The  relative  mobilities  of  pn^yl 
qulnoxallne-2-carboxylate  and  acridine  must 
be  checked  in  each  laboratory  to  determine 
where  a  13  mlUlllter  z  30-oentlmeters  zone 
of  silica  gel  Is  to  be  excised  In  order  to 
quantitatively  recover  the  propyl  ester  deriv¬ 
ative.  This  may  be  accomplished  by  mixing 
0.1  mUlUlter  of  acridine  solution  (1  milli¬ 
gram  per  100  mUllllters)  with  0.4  mUlUlter 
of  propyl  qulnoxallne-3-carboxylate  (100 
micrograms  per  mlllUlter)  and  chromato¬ 
graphing  this  solution  as  directed  above. 
Examine  the  developed  plate  under  long 
wavelength  (366  nanometers)  ultraviolet 
light  and  locate  the  blue  fluorescent  band 
of  acridine  (Rf  approximately  0.8).  Exami¬ 
nation  of  the  plate  under  short  wavelength 
(254  nanometers)  ultraviolet  light  locates 
the  blue  absorbing  band  of  propyl 
qulnoxallne-3-carboxylate  (Rt  approximately 
0.5). 


3.  Reduce  the  sample  zone  to  a  line  powder 
by  making  a  series  at  horizontal  cuts  with 
a  scalpel.  Gently  transfer  this  powder  with 
the  aid  of  a  stainless  steel  spatula  to  glasslne 
paper;  pour  thla  material  Into  a  burette 
fuimel  atop  a  small  glass  column  packed 
with  a  glass  wool  plug.  Elute  the  adsorbent 
with  ethyl  acetate  (about  6  milliliters),  and 
collect  the  eluate  to  mark  In  a  8-mllllllter 
volumetrle  flask.  Examine  this  eluate  by  gas- 
llquld  chromatography. 

Notz:  Oontambmtlon  of  thin-layer  chro¬ 
matographic  plates  can  be  checked  by  gas- 
llquld  chromatographic  examination  of  an 
eluate  prepared  by  processing  a  blank  plate 
as  In  paragraph  1 .  above,  starting  at  the 
point:  "place  an  edge  (^>proxhnately  8  milli¬ 
meters  deep)  of  the  thin-layer  plate  Into 
a  tray  of  ethyl  acetate  *  *  *.”  If  the  plate 
Is  contaminated,  examine  alternate  lots  of 
precoated  thin-layer  plates. 

P.  STAintAZD  CPZVZ 

Pipette  4-mlllllltsr  aliquots  of  qulnoxallne- 
3rcarbozyllc  add  working  standard  solutions 

C,  D,  and  E,  respectively,  and  4-mllUllter 
pcfftlons  of  1-propanol-sulfurlc  add  reagent 
Into  80-mllllllter  centrifuge  tubes;  stopper, 
react,  extract,  and  concentrate  as  dhreoted  In 
the  esterlflcatlon  and  extraction  steps  de¬ 
scribed  In  subsections  O  and  D  above;  how¬ 
ever,  omit  the  addition  of  acridine  to  the 
n-hexane  concentrate  and  do  not  ohromato- 
gnq>h  It  by  thln-laysr  ohtamatognq>hy.  In¬ 
stead,  reconstitute  the  n-hexans  concentrate 
with  ethyl  acetate  and  quantltattvdy  trans¬ 
fer  this  sdutlon  to  a  8-mlllllltsr  volumetric 
flask  to  give  woiMng  standard  sduttons  0< 

D,  and  X.  The  final  concentrations  of  woric- 
ing  standard  solutions  O,  D,  and  X.  are 
30,  30,  and  40  nanograms  per  milliliter,  re- 
spWtlvdy,  and  are  equivalent  to  30,  80,  and 
40  p.p.b.,  req>eetlvely. 

a.  oAs-uqum  cHaozuTOOzarar 

Separatdy  Inject  4  mlcrollters  of  each  of 
the  working  standard  solutlona  O,  D,  and  X 
(prepared  as  described  above  (P)  Into  the 
gas-llquld  chromatograph  to  determine  the 
retention  time  of  propyl  qulnoxallne-3- 
carboxylate  and  the  rtiatlve  req;>onae  of  the 
XC  detector.  Construct  a  standard  curve  by 
plotting  concentration  (p.p.b.)  versus  peak 
height  (millimeters). 

(Non:  The  reagent  Mank  must  show 
no  Interfering  gas-llquld  chromatognq>hlo 
peaks.)  The  peak  hMght  of  propyl  quln- 
oxallne-3-carboxylate  at  the  S0-p.p.b.  level 
(working  standard  solution  D)  should  ap¬ 
proximate  10  percent  of  full-scale  deflection 
with  a  retention  time  of  8  minutes.  Follow 
these  Injections  with  4-mlorollter  Injections 
of  the  tissue  eluatss,  allowing  30  minutes  be¬ 
tween  Injections  to  clear  the  instrument  of 
background  pmks. 

Measure  the  peak  heights  of  aanq;>les  and 
determine  their  concentration  (p.p.b.)  by 
reference  to  the  standard  curve. 

H.  cAicmATioirs 

From  the  standard  curve  and  the  observed 
peak  height  of  qulnoxallne-3-carboxylle  acid 
In  the  sample,  determine  Its  concentration 
(p.p.b.). 

§  556.110  Carbomycin. 

A  tolerance  of  zero  Is  established  for 
residues  of  carbomycin  in  the  uncooked 
edible  tissues  of  chickens. 

§  556.120  Chlorhexidine. 

A  tolerance  of  zero  Is  established  for 
residues  of  chlorhexidine  In  the  uncooked 
edible  tissues  of  calves. 

§556.130  Chlormadinone  acetate. 

No  residues  of  chlormadinone  acetate 
(6  -  chloro  -  17  -  hydroxypregna  -  4,6  - 


diene-3,20-dione  acetate)  may  be  found 
In  the  uncooked  edible  tissues  of  beef 
heifers  and  beef  cows  as  detennbaed  by 
the  following  method  of  analysis: 

I.  Method  of  analyeia.  Chlwmadinone  ace¬ 
tate  XCAP)  la  extracted  from  muaole,  Uver, 
and  kidney  with  methanol  or  from  fat  with 
hexane.  The  'samplea  are  purlfled  by  Uqnld- 
llquld  extraction  and  by  column  chroma¬ 
tography.  Final  measiirement  is  made  by 
gas-Uquld  chronoatography. 

n.  Beagenta. 

A.  Methanol,  analytical  reagent  (AR). 

B.  Carbon  tetrachloride  AR. 

C.  Dlchloromethane  AR  (redlstlUed) . 

D.  Benzene,  nanograde. 

E.  Hexane  AR. 

F.  AoetonltrUe  AR. 

O.  Chloroform  AR. 

B.  Chloroform  AR  containing  80  percent 
by  volume  dlchloromethane  AR. 

l.  SUlca  gel  0.2  to  0.8  mUllmeter  for  col¬ 
umn  chromatognqjhy,  Brlnkmann  Institute, 
Inc.,  or  equivalent. 

J.  Activated  Alumina.  Alcoa  F-30.  Alcoa 
Corp.,  or  eqiUvalent. 

K.  Sodium  sulfate,  anhydrous. 

L.  Chlormadinone  acetate  standard,  Xlanco 
Products  Co. 

m.  Apparatua. 

A.  Tissue  blender — HamUton  Beach  Model 
8,  or  equivalent,  equipped  with  blender  heads 
to  lit  half-pint  Mason  Jars. 

B.  Centrifuge — International  Model  V,  or 
equivalent,  equipped  to  receive  380-mUllUter 
centrifuge  tubes. 

C.  Separatory  funnels — 380  mlUUlters. 

D.  Glass  chromatography  columns — 14  x 
250  mUllmeters. 

E.  Rotary  vaeuxun  evaporator — ^Rlnoo,  or 
equivalent. 

F.  Evaporating  flasks — 300  and  135  mUU- 
Uters. 

G.  Assorted,  volumetric  flasks,  pipettes, 
and  graduated  cylinders. 

H.  Gas  chromatograph — Jarrell-Ash  Model 
28-700,  or  equivalent,  equipped  with  an 
electron  affinity  ceil. 

I.  Preparation  of  ooliunn  packing: 

Gas  chrom  Q  (80-100  mesh) — ^i^pUed 
Science  Laboratories,  Inc.,  or  equivalent. 

XE-60  (sUlcone  gum  [nltrUe]  GJB.) — T 
and  M  Sclentlfle  Corp.  or  Applied  Science 
Laboratories,  or  eqiUvalent. 

Weigh  10.7  grams  of  the  Gas  Chrom  Q. 
transfer  to  a  1-Uter  round-botom  flask  and 
add  sufficient  acetone  to  cover  the  soUd  sup¬ 
port.  Weigh  300  milligrams  of  the  ZX-60  In 
a  150-mUlUlter  beaker,  dissolve  In  75  mllll- 
Uters  of  acetone,  and  transfer  to  the  flask 
containing  the  solid  support.  Rinse  beaker 
several  times  with  acetone  and  add  rinses 
to  he  flask. 

Eviqjorate  the  acetone  In  a  rotary  vacuum 
evaporator  using  continuous  rotation.  A 
warm  water  bath  (40*  C.)  Is  used  to  hasten 
the  evaporation. 

“Caking”  of  the  solid  may  occur  during  the 
evaporation  before  all  the  acetone  Is  removed. 
On  continued  evaporation,  the  solid  wUl 
tiunbel  freely.  When  the  coated  phase  tum¬ 
bles  freely  in  the  flask  and  no  odor  of  acetone 
Is  detected,  the  phase  Is  removed  from  the 
flask.  (A  Morton  type  flask  may  be  sub¬ 
stituted  for  the  round-botom  flask.  If  In¬ 
termittent  rotation  Is  used  during  the 
evaporation.) 

Pour  the  prepared  phase  on  a  60-mesh 
screen  sieve  and  coUect  that  portion  of  the 
phase  that  passes  the  dO-mesh  screen  and  is 
retained  on  the  100-mesh  screen.  Use  gentle 
tapping  during  screening  step  to  av(dd 
breaking  of  particles.  Discard  that  portion  of 
the  phase  which  Is  retained  on  the  60-mesh 
screen  and  that  portion  which  passes  through 
the  100-mesh  screen. 

TV.  Standard  aolutiona. 

A.  ChlormadlnioQe  acetate  standard  solu¬ 
tion,  80  mlorograms  per  milllttter— accurately 
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w«l|^  8  of  stUMted  oblorxnMU- 

none  meetate  and  tranafer  quantltatlvaly  to  a 
100>miUllltar  TolumaMo  flaak.  Dtaaotva  tlM 
standard  and  dUote  to  mark  irttti  nano- 
fnada  banaana.  ICz  tha  aolntlon  42MCOQ|d>l7* 

B.  Chlormadlnona  aoatata  atandard  aoln- 
tton.  1  mleangram  par  miUUItar— plpatta  2 
mlUUltaca  of  60  mogymL  from  A  abova  Into 
a  lOO-mUlUltar  Toluinetno  flaak  and  dilnta  to 
tba  marie  adtb  mathanoU, 

Non:  OMortnadlnona  aeataita  la  ralaklTely 
atabla  In  thaaa  aohitKma;  bowarer,  tt  la  reo- 
ommuMlad  tbat  aolutlon  A  (50  mofymL  In 
banaana)  ba  prepared  frealh  arery  month  and 
tibat  aedtttkm  B  ba  praparad  >aeh  each  weak. 

V.  Proeedure. 

A.  ExUaotlon  and  purtfloatton  of  muaola 
and  Meer  aampla. 

1.  Tboroufbly  crlnd  tlaaua  axid  irelfb  a 
rapreaentattea  ao-^^raan  aampla  of  ttaaaa  Into 
a  balf-plnt  liaaon  Jar. 

2.  Add  2  mUbUtaia  of  metbandl  par  ipaun 
of  aampla. 

5.  Blend  tba  imtU  nnifoain. 

A  Ttanafar  aa  mnob  of  aampla  aa  poaal- 
bla  to  a  aoo-mllUHter  ceotrlfafa  bottle  and 
oantrifnea  for  90  mlnutaa  at  about  2.000 
r.pjn. 

Bom:  Do  not  rinaa  wttb  addlttonal  aoleant 
alnoa  tbla  irocdd  Introdooa  an  unknoam  In 
tba  TOluma  ftom  wbldb  tba  aliquot  In  atap  6 
below  la  taken. 

6.  Immedlataiy  tranafer  80  mfUUltara  of 
supernatant  Uquid  (maaaured  wltb  a  pml- 
oatad  eyUnder)  to  a  aso-mtuilttar  aapaiatocy 
funnel. 

Non:  Tba  aliquot  abould  ba  taken  aoon 
after  oentrlfuflnf .  Oriiarwlaa  tba  aoUda  tand 
to  aapand  and  reduce  tba  amount  of  auper* 
nata  wbleb  can  ba  decanted. 

Non:  n«wn— ■  allquota  may  ba  taken  bx 
caaaa  wbara  tba  liquid  yMd  la  laaa  than  SO 
milblltan.  In  a  aertaa  of  aamplaa  tba  oaleula- 
tlmia  may  be  apedtted  by  usiag  a  unlfarm 
aliquot  alaa  for  aamplaa  atandard 
rocoratlaa  In  tba  aartaa. 

6.  extract  tba  aupemate  from  atap  6  above 
about  20  aaoooda  wltb  80  mUlibtaia  of  car¬ 
bon  tatraoblorlda  (OOI^).  Ttanafer  tba  OCI4 
flraetlon  (lower  pbaae)  to  a  800-mlllUlter 
araporatlnf  flaab.  KatnMt  tba  aquaoua  matb- 
anct  pbaae  wltb  two  more  80-mlllllltar  por- 
ttana  of  OCI4  and  oomblna  tba  artracta. 
Stopping  place.  Bvaporata  tba  oombhiad  OCa, 
fractlona  to  dryoM  by  rotary  vacuum 
evaporation  ualnq  a  water  batb  at  about 
50*  C. 

Non:  If  tba  OCB4  ftactlona  are  doudy  or 
appear  to  contain  amulalon,  tba  OO,  abould 
ba  flltarad  tbroui^  anbydroua  sd- 

fata  Into  tbe  avaporwtlnc  flariL 

7.  STapara  a  aUtca  gd  toe  eacb 

aampla  aa  foUowa: 

a.  Place  about  10  mlDUkten  of  dlobloro- 
matbana  (CH,01,)  Into  a  14  z  960-mllllmatar 
gtava  obromatogriqxblc  ttriimai  Tnarrt  a  glaai 
wool  pledget  and  tamp  wltb  a  i^aaa  atlxrlng 
rod  to  eliminate  ate  bubblaa. 

b.  Add  10  mlUlbtara  (about  4A  grama)  of 
alUoa  gel  to  tba  colmnn  tbrougb  a  powder 
funnel. 

c.  Add  about  6  mlllllltera  of  dlcblorometb- 
ana  (CH,C1,)  to  tba  top  of  tba  oolnmn  and 
attr  tba  atUca  gd  wttb  a  atlrrlng  rod  to  eUml- 
nata  air  bubblaa. 

d.  After  tba  alllca  gel  baa  aattlad,  odd 
about  2  oentimstare  of  anhydrous  aodtum 
auUata  to  the  ooiumn  layering  It  carefully 
to  avoid  dlstuxbanoe  of  tba  alUoa  gel  aurfaca. 

a.  Drain  iba  CH^d,  to  the  top  of  tba  ao- 
dlum  auUata. 

8.  Dlaaolva  tba  aampla  from  atap  6  above 
In  10  millUlters  of  CH,C1,  and  charge  the 
chromatographic  oohimn  wltb  the  adutlon 
at  a  flow  rata  of  about  8  mimiltara  per 
minute. 

0.  Blnae  the  flask  with  10  mimutera  of 
aH,Cl,  and  tranafer  the  rinse  to  tba 
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after  all  aolutlon  from  atap  8  above  baa 
paared  into  the  ooiumn. 

10.  Develop  tba  column  with  78  miumtera 
of  60/60  dlohlorDOMthana/dilorofacm  (dis¬ 
card  this  fraction). 

11.  Place  a  186-mllllUtar  avapormthig  flask 
into  position  to  receive  tba  column  aluata 

18.  Bute  die  uttb  78  mllHlltera  of 

chloroform. 

15.  Bvaporeta  tba  aluaita  to  drynaaa  by 
rotarv  evaooratlorL 

lA  TVanafer  the  aampla  to  a  16-mlUUitar 
glaaa  sample  vial  with  tba  aid  of  about  8 
mlUiUtars  of  acetone  (or  chloroform)  In  2 
at  8  portions.  Bvaporeta  tba  acetone  under 
a  stream  of  compressed  air  and  close  the  vial 
eltb  an  alumlnum-llnad  menmoap. 

16.  Dlaaolva  tbe  aampla  In  1.0  mllUUtar  of 
nanograda  benaena. 

16.  Assay  the  aampla  by  gaa-Mquld  chro¬ 
matography  as  daacrlbad  In  B  balow. 

B.  Bztrectloii  and  puctfloation  of  Bdnay 

samplaB. 

1.  Rooeas  kidney  aamplaa  exactly  as  da- 
serttMd  for  musda  and  llvar  In  A,  steps  1 
through  A  above. 

2.  Prepaira  an  akimlna  ooliumn  for  each 
— as  follows: 

a.  Place  about  10  mUblttam  of  O^d,  Into 
a  14  z  960-mllllmetar  gtaas  chromsttoBepbic 
column.  Tnaart  a  ^sisa  wool  pladgst  and 
tamp  wttb  a  glass  atlwlng  rod  to  allmlnata 
air  bubblas. 

b.  Add  10  millllttera  of  alumina  to  tba 
ooiumn  through  a  iwwder  iunnal. 

c.  Add  about  5  mlUUltars  of  CH^Cl,  to  the 
top  of  the  column  and  stir  the  alumina  with 
a  stimng  sod  to  aUmlnota  air  bubblaa. 

d.  After  tba  alumina  baa  aattlad,  add 
about  8  cantimetera  or  anbydroua  sodium 
auUata  to  the  column,  layering  K  caxafully 
to  avoid  dlsturbanoa  of  tba  alumina  surface. 

а.  Drain  tba  O^d,  to  riw  top  of  tba 
sodium  suUata. 

8.  Dlaaolva  tba  kidney  ib  10  mllB- 

Utais  of  OH,d,  and  charge  tba  ebromato- 
gnqihle  ooiumn  with  the  solution  at  a  flow 
rata  of  about  8  mliMUtars  per  ndnutA 

A  Rinse  tba  flmk  wltb  10  mlUttltara  of 
CH,01,  and  taanafer  tba  ilnaa  to  tba  ooiumn 
after  aU  aolutlon  from  atap  8  above  baa 
paasad  into  tbe  column. 

б.  Develop  the  ooiumn  with  75  mlUllltars 
of  CHjCl,  and  discard  this  fraction. 

6.  Place  a  125-mlllllltar  av^wratlng  fla^ 
into  position  to  receive  the  colunm  riuate. 

7.  Bute  the  column  with  76  mlUilitan  of 
chloroform. 

8.  Continue  ezactly  as  in  steps  18  through 
16  In  A  above. 

Non:  The  suitability  of  each  lot  of  alu¬ 
mina  should  ba  evaluated  prior  to  its  use  for 
azperimental  samples.  This  la  dona  by  assay¬ 
ing  duplicate  l-mlerogram  chlormadlnona 
acetate  standard  aanq>les  by  tba  alumina 
column  procedure  as  deacribad  in  stapa  8 
through  7  above.  The  sample  Is  then  av^>- 
oratad,  dissolved  in  1  mlUilltar  of  benrnne, 
and  subjected  to  gas  chromatographic  meas¬ 
urement.  Percent  recovery  as  oonq>arad  to  a 
1  meg./ml.  standard  should  ba  90  to  100 
percent. 

C.  Bztractlon  and  puriflcatlon  of  fat 
sanq>les. 

1.  Weigh  a  representative  16-gram  sam¬ 
ple  of  fat  into  a  250-mllllllter  beaker. 

3.  Warm  the  flit  on  a  steam  bath  until  the 
sample  mrits  or  becomes  semlsolld. 

3.  Dissolve  the  fat  In  126  milliliters  of  haz- 
ane  and  allow  the  sample  to  cool  to  room 
temperature.  Mix  the  sample  with  a  i^aas 
stirring  rod  to  effect  solution  of  the  fat. 

4.  Prepare  a  funnel  with  approximately 
a  1^-lnch  bed  of  anhydrous  sodium  sulfate. 
Paas  the  hexane  solution  of  fat  through  the 
aodlum  sulfate  Into  a  860-mlllillter  separa¬ 
tory  fuimel. 


Non:  This  step  rwnovea  oonnactlva  tlasua 
and  other  hexane  Insoluble  materials. 

6.  Wash  the  sodium  sulfate  with  two  16- 
mlUUltar  pmHons  of  hexane. 

6.  Bxtract  the  hexane-  fraction  about  20 
seconds  with  30  mlUlUters  of  aoatonltrlle. 
Paas  the  aoatonltrtte  (lower  phase)  throu^ 
a  sodium  sulfate  bed  Into  a  300-mlllllltar 
evaporating  flaak. 

7.  Repeat  step  6  above  with  8  additional 
80-mlllllltar  portions  of  aoatonltrlla  and 
combine  the  extracta. 

8.  Wash  the  aodlum  sulfate  with  10  milli¬ 
liter  of  acetonitrile  and  evaporate  tbe 
acatonltrUe  fraction  to  drynaas  by  rotary 
vacuum  avH>anKtlon. 

9.  DIaseflva  the  sample  In  10  mlUUltars  of 
(Hohlorometbana  and  purify  by  alllca  gel 
column  chromatognqihy  exactly  as  daaeribed 
In  steps  7  through  14  under  A  above. 

10.  Assay  the  aampla  by  gaa-Uquld  chro- 
matognqihy  aa  daaeribed  In  B  briow. 

D.  Pr^Mwatlon  of  control  and  standard 
recovery  aamplaa.  If  control  tlasuaa  are  avaU- 
able,  one  control  and  one  atandard  rscovary 
sample  are  assayed  with  each  day's  aiperi- 
mantal  aamplaa.  Control  tlaauaa  are  assayed 
exactly  aa  described  in  A.  B,  and  C  above. 
Standard  recovery  samples  are  prepared  by 
fortifying  control  ttaauas  with  chlormadlnona 
acetate  at  a  levri  of  0.0D  part  par  million  aa 
follows: 

1.  Muscle.  Uvar,  and  kidney — ^wsigh  30 
grams  of  tlaaua  into  a  half-pint  Maion  Jar 
and  add  1.0  mlllUltar  of  a  methanol  solution 
containing  1  mcgyxnl.  chlormadlnona  aoatata 
(standard  solution  B1 . 

2.  Pat— weigh  16  grama  of  fat  Into  a  260- 
mlllUlter  beakar  and  add  0.76  mlllUltar  of 
1  mcgyml.  standard  aolutlon  B. 

Nora:  A  1-mUlUltar  measuring  pipette 
graduated  In  O.Ol-mUlUlter  increments  is 
ordinarily  used  for  this  purposA 

8.  rrocasB  the  atandard  rscovary  exactly 
as  In  A  B,  and  C  above. 

B.  Maaaurement.  Samples  from  A  B,  and 
C  above  are  measured  by  gas-liquid  Chro- 
matognq>by  (OLC)  using  an  Instrument 
equipped  and  adjusted  aa  described  In  H 
below. 

1.  Prepare  a  l-mog./ml.  chlormadlnona 
standard  in  banaana  by  pipetting  1  mlllUltar 
of  atandard  solution  B  Into  a  amnpla  vial, 
eviqwrmtlng  to  dryness  undar  enmpraasart  air, 
and  redlasolvlng  in  1  mlllUltar  of  nanograda 
banaana. 

2.  condition  the  gas  ohromatognqihlo 
colunm  each  day  prior  to  aaaay  of  experi¬ 
mental  samples. 

A  Inject  1  mlcrcdlter  of  the  50  mcgyml. 
standard  (solution  A)  into  the  OLC 
Instrument. 

b.  Inject  1-mloroUtar  portions  of  nano¬ 
grade  benaena  untU  the  chromatogram 
shows  no  chlormadlnona  acetate  peak. 

8.  Adjust  the  OXjC  instrument  to  give  a 
peak  height  of  about  8  centimeters  (3A  to 
3A)  upon  Injection  of  1  mlcrollter  of  1-meg./ 
ml.  standard  from  step  1  above) . 

Nora:  The  Injection  technique  la  "Injec¬ 
tion  by  difference’*  using  plug  Injection  as 
described  In  the  "UB.  Health,  Mucatlon, 
and  Welfare  Pesticide  AnalytU^  Manual," 
vol.  I,  July  1966,  section  8.17,  page  7. 

4.  Inject  repeated  l-mlcroliter  samples  of 
the  l-mcg./ml.  standard  (step  1)  untU  suc¬ 
cessive  Injections  show  a  reproduclbUlty  of 
peak  height  of  about  ±6  percent. 

5.  Inject  1  mlcrollter  of  the  0.06  part  per 
mllUon  standard  recovery  sample  untU  auc- 
oeaalve  Injections  shows  a  repi^uolbUlty  of 
peak  helf^t  of  about  ±6  percent. 

6.  Inject  1  mlcrollter  of  each  experimental 
sample. 

Non:  If  an  experimental  sanq>le  gives  a 
response  In  excess  of  twice  that  of  tbe 
l-mcg./ml.  standard,  the  sample  shoxUd  be 
dUuted  with  benMne  and  reaasayed.  Tlila  wUl 
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necessitate  mairing  the  appropriate  changes  prepared.  \ise  .  periodic  IntJeotlons  of  the 
in  the  calciilatlon.  .  l>mcg./ml.  standard. 

*  7.  Repeat  Injection  of  the  0.0S  part  per  8.  Measure  the  peak  height  of  chlonnadl- 
mlUlon  standard  recovery  sample  after  each  none  acetate  In  centimeters  for  all  samples 
4  or  6  experimental  san4>les  to  compensate  and  standards. 

for  slight  changes  in  Instrument  parametws.  F.  Calculation  of  chlormadlnone  acetate 
Non:  If  a  standard  recovery  sample  Is  not  in  muscle,  liver,  and  kidney. 


.  1. 


Percent  recovery = 


pH  recovery  sample 
pH  direct  standard* 


X  1.8  X 100,  where  pH=peak  height. 


2.  Calculation  of  residue  In  parts  per  million  (mcg./g.)  when  standard  recovery  at  0.080 
part  per  million  are  nm  with  assay  samples: 

Sample  pH 

ST — L  - =X0.08  mcg./g. = mcg./g.  chlormadlnone  acetate  In  assay  sample. 

SuLnaftrci  rocov6ry  pn 


This  computation  Is  recommended  since  the  assay  samples  are  compared  directly  to  the 
0.080-part  per  million  standard  recovery.  This  practice  compensates  for  recovery  factors 
encountered  and  aliquots  taken  during  the  assay  procedure. 

3.  When  a  standard  recovery  san4>le  Is  not  prepared  with  the  assay  samples: 

pH  sample 

Part  per  million  = -s—TT—r—r — ^-^Xl.O  mcg./ml. 

pH  direct  standard  “ 


This  eqiutlon  reduces  to: 


1.0  ml.  benzene 
^  SO  ml.  aliquot  ^ 


(S.Oxsample  weight + 0.7  X  sample  weight) 
Sample  weight 


'  pH  sample 

pH  direct  ^  0.09= Parts  per  million  of  chlormadlnone  acetate  In  assay  sample. 


The  above  equation  Is  based  on  the  assumption  that  muscle,  liver,  and  kidney  contain 
70  percent  water.  Further,  the  total  volume  (milliliters)  of  liquid  obtained  after  blending 
Is  assumed  to  be  2.7  times  the  tissue  weight;  for  example,  2  milliliters  of  methanol  per 
gram  of  tissue  and  0.7  milliliter  of  water  per  gram  of  tissue.  These  assumptions  are  not 
absolutely  ccarect  because  of  slight  differences  in  the  water  content  of  tissues  and  the 
slight  volume  change  which  occurs  when  methanol  and  water  are  combined;  however,  the 
assumptions  are  considered  to  be  acctirate  enough  for  practical  ptirposes. 

O.  Calculatlotu  of  chlormadlnone  acetate  in  fat.  Since  the  fat  samples  are  sampled  by 
exhaustive  extraction  rather  than  by  aliquot,  a  different  calculation  Is  necessary. 


pH  recovery  sample 

1.  Percent recovery=^-gj;^^^^^^^^X1.38X100. 

2.  Calculation  of  residue  In  parts  per  million  when  a  standard  recovery  sample  at  0.08 
part  per  million  Is  Included: 

pH  sample 

pHrtjbdmii  recovery  mcg./g.=mcg./g.  chlormadlnone  acetate. 

3.  Calculation  of  residue  when  no  standard  recovery  is  Included: 

pH  sample  l.Omcg./ml.  1 


l.Omcg./ml. 

-y _ “ _ y _ 

pH  direct  staikclard  1.0  ml.  Sample  weight 


mcg./chlomutdlnone  acetate. 


H.  Oas-liquld  chromatography. 

I.  Instrument  parameters. 

a.  Jarrell-Ash  Model  28-700. 

Colitmn — 16  inches  of  packing  In  4-milll- 
meter  l.d.  borosillcate  glass. 

Packing — 1.8  percent  XE-60  on  Oas  Chrom 
Q80/100  mesh. 

Column  temperature — 220*  C. 

Cell  temperature — ^210"  C. 

Injector  temperature — 280*  C. 

Electrometer  range — IX10-*  amperes  full 
scale. 

Detector — electron  affinity  with  plane  par¬ 
allel  electrodes. 

Detector  voltage  —  to  give  70  percent  of 
standing  current. 

Carrier  gas — ^prepurlfled  nitrogen  170  ml./ 
min. 

b.  F  and  M  Model  402. 

Column — ^16  Inches  of  pecking  in  4-milli¬ 
meter  l.d.  borosillcate  glass  column. 

Column  packing — 1.5  percent  XE-60  on 
Oas  Chrom  Q80/100  mesh. 

Detector  —  electron  capture  —  trltlvun 
soiuce. 

Column  temperature — 960*  C. 

Cell  tempemture — 200"  C. 

Plash  Heater — 305*  C. 

Pulse — 180  ^isec. 

Range  and  attenuation — ^to  obtain  a  peak 
height  of  2.8  to  3.8  centimeters  with  Injec¬ 
tion  of  1.0  /tl  of  a  1.0  mcg./ml.  standard  in 
benzene. 

Carrier  gas — argon/methane  90/10. 


Oas  flow — 190-200  milliliters  per  minute. 

Under  these  conditions,  the  retention  time 
of  chlormadlnone  acetate  Is  approximately  8 
minutes. 

§  556.140  Chlorobutanol. 

A  tolerance  of  zero  is  established  for 
residues  of  chlorobutanol  in  milk  from 
dairy  animals. 

§  556.150  Chlortetracycline. 

Tolerances  are  established  for  residues 
of  chlortetracycline  in  food  as  follows: 

(a)  In  edible  tissues  and  in  eggs  of 
chickens,  turkeys,  and  ducks: 

(1)  4  parts  per  million  in  uncooked 
kidney. 

(2)  1  i>art  per  million  in  uncooked 
muscle,  liver,  fat,  and  skin. 

(3)  Zero  in  eggs. 

(b)  In  edible  tissues  of  swine : 

(1)  4  parts  per  million  in  imcooked 
kidney. 

(2)  2  parts  per  million  in  uncot^ed 
liver. 

(3)  1  part  per  million  in  imcooked 
muscle. 

(4)  0.2  part  per  million  in  uncocked 
fat. 

(c)  In  edible  tissues  of  calves: 
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(1)  4  parts  per  million  in  uncooked 
liver  and  kidney. 

(2)  1  part  per  million  in  imcooked 
muscle  and  fat. 

(d)  In  edible  tissues  of  beef  cattle  and 
nonlactating  dairy  cows: 

(1)  '0.1  part  per  million  in  uncooked 
kidney,  liver,  and  muscle. 

(2)  Zero  in  uncooked  fat. 

(e)  2ierolnmilk. 

§  556.160  Qopidol. 

Tolerances  for  residues  of  clc«>id(d 
(3,5  -  dichloro-2,6-dimet^l-4-pyridinol) 
in  food  are  establiehed  as  follows: 

(a)  m  cereal  grains,  vegetables,  and 
fruits:  0.2  part  per  miiurm 

(b)  In  chickens  and  turkeys: 

(1)  15  parts  per  miinnn  jn  uncooked 
liver  and  kidney. 

(2)  5  parts  per  mllUon  in  unco<Aed 
muscle. 

(o)  m  cattUe,  sheep,  and  goats: 

(1)  3  parts  per  million  in  uncooked 
kidney. 

(2)  1.5  parts  per  mllUoQ  in  uncooked 
liver. 

(3)  0.2  part  per  million  in  uncooked 
muscle. 

(d)  In  swine:  0.2  part  per  million  in 
uncooked  edible  tissues. 

(e)  In  milk:  0.02  part  per  million 
(negligible  residue) . 

§  556.170  Decoquinate. 

Tolerances  are  established  for  residues 
of  decoquinate  in  the  uncooked  edible 
tissues  of  chickens  as  follows: 

(a)  2  parts  per  million  in  tissues  other 
than  skeletal  muscle. 

(b)  1  part  per  million  in  skeletal  mus¬ 
cle. 

§  556.  180  Dichlorvofl. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of  dl- 
chlorvos  (2,2-dichlorovlnyl  dimethyl 
phosphate)  in  the  edible  tissues  of  swine. 

§  556.190  Diethylstilbestrol. 

(a)  No  residues  of  dlethylstilbestrol 
may  be  found  in  the  uncooked  edible  tis¬ 
sues  of  beef  cattle  and  sheep  after 
slaughter  or  in  any  food  yielded  by  or 
derived  from  the  living  animal. 

(b)  The  method  of  examination  pre¬ 
scribed  for  the  quantitative  determina¬ 
tion  of  estrogenic  activity  is  the  method 
of  E.  J.  Umberger,  G.  H.  Gass,  and  J.  M. 
Curtis  published  in  “Endocrinology,” 
volume  63,  page  806  (1958) } 

(c)  The  method  of  examination  pre¬ 
scribed  for  the  qualitative  identification 
of  ^trogenic  activity  as  dlethylstilbestrol 
is  as  follows: 

(1)  (i)  Extract  the  dlethylstilbestrol 
with  alkali  from  a  suitably  prepared 
sample  of  fat  dissolved  in  isooctane;  or 

(li)  Extract  the  dlethylstilbestrol  with 
ethyl  alcohol  from  lean  meat  or  liver, 
followed  by  hydrolysis  of  the  alcohol  ex¬ 
tractive  with  dilute  hydrochloric  acid. 

(2)  Either  of  the  solutions  of  dlethyl¬ 
stilbestrol  described  in  paragraph  (c) 
(1)  of  this  section  is  next  extract^  with 


^Copies  may  be  obtained  from:  Food  and 
Drug  Administration,  Bureau  of  Foods,  200 
C  St.  SW.,  Washington,  DC  20204. 
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(3)  The  chloroform  extractive  of  di- 
ethylstilbestrol  is  then  extracted  with  1 
percent  sodium  hydroxide,  and  the  re¬ 
sulting  solution  is  acidified. 

t4)  The  hormone  is  reextracted  from 
the  acidified  solution  with  chloroform.  If 
the  solution  is  colored,  the  extraction 
procedures  may  be  repeated. 

(5)  The  chloroform  is  evaporated  and 
the  remaining  residue  is  dissolved  in  a 
suitable  volume  of  methyl  alcohol  for 
identification  of  the  diethylstilbestrol,  as 
follows: 

(i)  Impregnate  Whatman  No.  1  filter 
paper  with  a  solution  of  40  percent  form- 
amide  in  methyl  alcohol,  blot  it  lightly, 
and  dry  for  5  minutes. 

(ii)  Spot  an  aliquot  of  the  methyl  al¬ 
cohol  solution  on  the  paper. 

(iii)  Similarly,  spot  an  aliquot  of 
methvl  alcohol  solution  of  Reference 
Standard  diethylstilbestrol  for  identifica¬ 
tion  comparison. 

(iv)  Place  the  paper  in  a  chromato¬ 
graphic  tank  and  develop,  using  the  con¬ 
tinuous  ascending  technique,  either  with 
the  solvent  system  heptane:  toluene: :  1 :4 
for  2.5  hours,  or  the  solvent  system  cyclo¬ 
hexene  :cyclohexanol: :  98: 2  for  45  min¬ 
utes. 

(v)  Remove  the  paper  from  the  tank 
and,  while  still  wet,  irradiate  it  with 
ultraviolet  light  from  a  15-watt  germi¬ 
cidal  lamp  for  1  minute. 

(vi)  Observe  fluorescence  through  a 
black-light  viewing  apprairatus. 

§  556.200  Dihydrostreptomycin. 

A  tolerance  of  zero  is  established  for 
residues  of  dihydrostreptomycin  in  im- 
cooked  edible  tissues  of  calves,  in  milk 
from  dairy  animals,  and  in  any  food  in 
which  such  milk  has  been  used. 

§  556.210  Dimetridazole. 

A  tolerance  of  zero  is  established  for 
residues  of  dimetridazole  in  the  uncooked 
edible  tissues  and  eggs  of  turkeys. 

§  556.220  3,5>Dinitrobenzamide. 

No  residues  of  3,5-dinitrobenzamide 
may  be  found  in  the  uncooked  edible  tis¬ 
sues  of  chickens  as  determined  by  the 
following  method  of  analysis: 

I.  Method  of  analysis — 3,5-dinitrobemam- 
ide.  A  method  for  S.S-dlnitrobenzamlde  (3  5- 
DNBA)  in  chicken  tissues  is  described  with 
a  cleanup  step  that  removes  most  of  the 
interfering  materials,  thus  allowing  uncom¬ 
pensated  measurements  to  be  read.  The  3.5- 
DNBA  la  extracted  from  the  sample  with 
acetone  and  chloroform  and  prepared  for 
chromatography  by  removing  the  aqueous 
phase  in  a  separatory  funnel  and  the  solvents 
in  a  flash  evaporator.  The  extract  residue  is 
chromatographed  on  alumina  to  remove  sev¬ 
eral  lipid  components  and  residues  of  other 
drugs.  The  benzamlde  eluate  is  passed 
through  a  ^column  of  Dowex-50  resin,  or 
equivalent,  to  remove  arylamlnes;  for  ex¬ 
ample,  3-amlno-5-nitrobenzamide.  The  3,5- 
DNBA  fraction  is  reduced,  after  removal  of 
alcohol,  with  TlCl,  in  basic  solution  to  an 
arylamlne.  presumably  3.5-diamlnobenzam- 
Ide.  The  reduced  fraction  is  placed  on  an¬ 
other  Dowex-50  column,  most  of  the  inter¬ 
fering  substances  are  removed  with  washings 


of  alcohol  and  water,  and  the  arylamlne  resi¬ 
due  is  eluted  with  4N  HCl.  Colorimetric 
measiirement  is  made  in  a  l(X>-nUlllmeter 
cell  at  530  millimicrons  after  reacting  the 
residue  with  Bratton-Marshall  reagents. 

II.  Reagents.  A.  Acetone. 

B.  Acetyl  -  (p  -  nltrophenyl) -sulfanilamide 
(APNPS)  standard — melting  point  range  264* 

C.-267*  C.  Weigh  and  transfer  10  milligrams 
of  APNPS  to  a  100-milliliter  flask,  dissolve 
and  dilute  to  volume  with  acetone. 

C.  Alumina — activated  F-20.  80-200  mesh. 
Aluminum  Co.  of  America,  or  equivalent  sub¬ 
stance. 

D.  Ammonium  sulfamate, 

E.  Ammonium  sulfamate  solution — 1.25 
grams  of  ammonium  sulfamate  per  100  milli¬ 
liters  of  water.  Refrigerate  when  not  In  use. 
Prepare  fresh  weekly. 

P.  Cation-exchange  resin — Oowex  50W-X8, 
200-400  mesh,  Baker  Analyzed  Reagent,  or 
equivalent,  prepared  as  follows: 

1.  Place  500  grams  of  resin  into  a  3-llter 
beaker. 

2.  Add  2,000  milligrams  of  61V  HCl. 

3.  Heat  and  stir  while  on  a  bath  at  80*  C. 
for  6  hours.  Discontinue  heating  and  con¬ 
tinue  stirring  overnight. 

4.  Filter  the  resin  on  a  Buchner  funnel  (24 
cm.)  fitted  with  Whatman  No.  1  paper. 

5.  Wash  the  realn  bed  with  four  500-mllll- 
Uter  portions  of  61V  HCl. 

6.  Wash  the  resin  bed  With  500-milllllter 
portions  of  deionized  water  until  the  effluent 
has  a  pH  or  5  of  higher. 

7.  Wash  the  resin  bed  with  three  400-mllli- 
llter  portions  of  specially  denatiued  alcohol 
3A.  Drain  thoroughly. 

8.  Make  a  slurry  of  resin  in  1,250  milliliters 
of  specially  denatured  alcohol  3A 

G.  ChlorofcMin. 

H.  Coupling  reagent — 0.25  gram  of  N-1- 
napbthyl-ethylenedlamlne  dlhydrochlorlde 
per  100  milliliters  of  water.  Refrigerate  when 
not  in  use.  Prepare  fresh  weekly. 

I.  3.5-Dlnltrobenzamlde  (3.5-DNBA  stand¬ 
ard)  .  Add  to  boiling  specially  denatured  alco¬ 
hol  3A  until  a  saturated  solution  is  obtained 
and  treat  with  activated  carbon.  Altered  and 
crystallize  by  cooling  to  room  temperature. 
The  3.5-DNBA  therefrom  is  treated  a  second 
time  with  activated  carbon  and  then  ncrys- 
tallized  three  more  times  from  specially  de¬ 
natured  alcohol  3A.  The  third  crystallization 
is  washed  with  diethyl  ether  and  dried  in  a 
vacuum  desiccator,  melting  point  range  185* 
C.-186*  C. 

J.  Ethyl  alcohol — absolute,  A.C.S. 

K.  Eluting  reagent  A.  The  formula  and 
volume  required  in  procedure  step  V-D  is 
dependent  on  the  adsorptive  strength  of  the 
Al.O,.  For  each  lot  A1„0,'  make  the  frtlow- 
ing  test: 

1.  Prepare  a  column  (see  procedure  step 
V-D  for  determining  formula  and  voltune  to 
elutlne  reaeent  A) . 

2.  Transfer  1  milliliter  of  APNPS  standard 
(100  micrograms  per  milliliter)  in  75  milli¬ 
liters  of  chloroform  to  the  column. 

3.  Wash  the  colunm  with  100  milliliters  of 
chloroform  and  discard  the  eluate. 

4.  Pass  through  100  milliliters  of  solution 
consisting  of  sp^ally  denatured  alcohol  3A 
and  ethyl  alcohol  1:1  (volume  to  volume). 
Collect  one  50-millillter  and  flve  10-milllllter 
portions;  these  make  up  the  first,  second, 
third,  fourth,  fifth,  and  sixth  portions  of 
eluate. 

5.  Place  in  beakers  under  a  stream  of  air 
on  a  water  bath  (90*  C.)  until  the  solvents 
are  evaporated. 

6.  Add  10  milliliters  of  4iV  HCl  to  each, 
cover  with  watch  glasses  and  heat  (90*  C.) 
for  30  minutes;  cocrt  to  room  temperature. 

7.  Add  the  Brattoir-Marshall  reagents. 

8.  All  fractions  show  a  slight  color.  Note 
the  portion  containing  the  first  sig^nlflcant 
increase  in  pink  color. 


a.  If  the  color  increases  in  the  second, 
third,  or  fotuth  portions  of  eluate,  the  for¬ 
mula  in  procedure  step  V-D  is  suitable  and, 
depending  on  the  portion,  45,  55,  or  66  milli¬ 
liters,  respectively,  should  be  used  in  pro¬ 
cedure  step  V-D4.  Thereby,  the  APNPS  is  re¬ 
tained  on  the  column  and  the  benzamides 
are  eluted. 

b.  If  the  color  Increases  in  the  first  portion, 
the  eluting  strength  of  the  reagent  is  too 
strong.  Return  the  test,  substituting  1:4 
(voltune  to  volume)  in  procedure  step  V-D4. 
If  1:4  (volume  to  volume)  is  too  strong,  re¬ 
run  with  ethyl  alcohol  in  procedure  step 
V-D.  If  none  of  these  are  suitable,  another 
lot  of  Aip,  should  be  used. 

c.  If  the  coKw  increases  in  the  fifth  or 
sixth  portion,  the  eluting  strength  of  the  re¬ 
agent  is  too  weak.  Rerun  the  test,  substitut¬ 
ing  in  procedure  step  V-D4,  respectively,  4:1 
(volume  to  volume),  specially  denature  al¬ 
cohol  3A:  methyl  alcohol,  4:1  (volume  to 
voltune) ,  until  a  suitable  formula  is  found. 
If  none  of  these  are  suitable,  another  lot  of 
A1..0,  should  be  used. 

L.  Hydrochloric  acid,  4fV.  Add  two  volumes 
of  water  to  one  volume  of  HCl. 

M.  Dlatomaceous  earth — Hyflo  Super  Cel, 
Johns-Manville  Co.,  or  equivalent  substance. 

N.  N-l-Naphthylethylenedlamlne  dlhydro¬ 
chlorlde. 

O.  Sodium  hydroxide  solution,  ION.  Dis¬ 
solve  100  grams  of  sodium  hydroxide  in  water 
and  dilute  to  25  milliliters. 

P.  Sodium  nitrite  solution — 0.25  grams  of 
sodium  nitrite  per  100  milliliters  of  water. 
Refrigerate  when  not  in  use.  Prepare  fresh 
weekly. 

Q.  Specially  denatured  alcohol,  formula 
3A-100  parts  of  190-proof  ethyl  alcohol  plus 
5  parts  of  commercial  methyl  alcohol. 

R.  Titanium  (ous)  chloride — 20  percent 
solution. 

m.  Special  apparatus.  A.  Absorption  cells — 
Beckman  No.  76195  matched  set  of  two  cylin¬ 
drical  silica  cells  with  100  millimeter  o|;^ical 
length,  or  equivalent  cells. 

B.  Autotransformer — type  600B,  or  eqtiiva- 
lent.  To  regulate  speed  of  mixer. 

C.  Centrifuge. 

D.  Centrifuge  tubes — 50-mllllllter  size 
with  glass  stopper. 

E.  Chromatography  tubes — Coming  No. 
38460,  20  millimeters  x  400  millimeters  and 
having  a  tapered  29/42  Joint  with  coarse, 
fritted  disc,  or  equivalent  tubes. 

F.  Evaporator — vacuum,  rotary,  thin  film. 

O.  Ion-exchange  column — as  described  by 

Thlegs  et  al.  in  ‘‘Determination  of  3-amlno- 
5-nltro-o-toluamlde  (ANOT)  in  chicken  tis¬ 
sues”  published  in  ‘‘Journal  of  Agricultural 
Euid  Food  Chemistry,”  volume  9,  pages  201- 
204  (1961). 

H.  Glycerol  manostat.  For  regulating  pres¬ 
sure  on  columns:  To  Al  O,  columns,  15-lnch 
head  pressure;  to  ion-exchange  columns,  30- 
inch  head  pressure. 

I.  Motor  speed  control.  For  regulating 
speed  on  1 -quart  blendor. 

J.  Volumetric  flasks — 50  milliliter  size, 
actinic  ware. 

K.  Mixer— Vortex  Jr.  Model  K-SOO-l,  Sci¬ 
entific  Industries,  Inc.,  or  equivalent  mixer. 

L.  One-quart  blendor. 

M.  Water  bath  (46*  C.-60*  C.) . 

N.  Water  bath  (90*  C.) . 

IV.  Standard  curve.  A.  1.  Weigh  100  milli¬ 
grams  of  3,5-DNBA  and  transfer  to  a  1-llter 
volumetric  flask  with  acetone. 

2.  Dissolve  and  dilute  with  acetone  to 
volume. 

3.  Dilute  1  milliliter  to  100  milliliters. 

4.  Add  5.0  milliliters  of  water  to  each  of 
six  centrifuge  tubes. 

5.  Add  standard  to  each  of  the  tubes  to 
contain  one  of  the  following  amounts:  0.0, 
1.0  2.0,  3.0,  5.0,  and  10.0  mlcrograms  of 
3,5-DNBA. 
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B.  Prepare  each  tiitoe  for  oolorlmetiic 
measurement  as  follows: 

1.  Place  the  tube  In  a  hot  water  bath 
(90*  C.)  until  5.0  milliliters  remain.  Oool  to 
room  temperature. 

а.  While  mixing  on  Vortex  ,  mixer,  or 
equivalent,  regulated  with  an  'autotrans¬ 
former,  add  2  drops  of  TlCl,  and  4  drops  of 
lOA^  NaOH.  Continue  mixing  until  chalky- 
white  In  appearance. 

3.  Add  2  milliliters  of  HCl,  mix,  and  allow 
to  stand  for  5  minutes. 

4.  Transfer  to  50-milllllter  volumetric  flask 
and  dilute  with  4N  HCl  to  40-45  milliliters. 

б.  Coot  to  0*  C.-5*  C.  by  placing  In  a 
freezer  or  Ice  bath. 

6.  Perform  the  Bratton -Marshall  reaction 
in  subdued  light  as  follows: 

a.  Add  1  milliliter  of  sodium  nitrite  re¬ 
agent,  mix,  and  allow  to  stand  for  1  minute. 

b.  Add  1  milliliter  of  ammonium  sufamate 
.reagent,  mix,  and  allow  to  stand  for  1  minute. ' 

c.  Add  1  milliliter  of  coupling  reagent,  mix, 
and  allow  to  stand  for  10  minutes. 

d.  Dilute  to  volume  with  AN  HCl. 

C.  Perform  colorimetric  measurement  at 
530  millimicrons  as  follows: 

1.  Pill  two  matched  100-mllllmeter  cells 
with  AN  HOI  and  place  Into  spectrophotom¬ 
eter. 

2.  Adjust  dark  ciirrent. 

3.  Adjust  to  zero  absorbance. 

4.  Replace  acid  In  cell  of  sample  side  of 
compartment  with  standard  to  be  measured. 

5.  The  standard  curve  should  be  rim  live 
different  times.  Plot  equivalent  concentration 
In  tissue  versus  mean  absorbance  at  each 
concentration.  If  computer  is  available,  a 
better  procedure  Is  to  calculate  the  equation 
of  the  standard  curve  by  means  of  least 
squares. 

V.  Procedure.  A.  Extraction.  1.  Mince  350 
grams  of  tissue  in  a  1 -quart  blending  Jar  for 
3  minutes.  Use  samples  obtained  from  either 
freshly  killed  or  quickly  frozen  birds.  The 
latter  should  be  analyzed  as  soon  as  thawed. 
For  flbrous  meats  (for  example,  muscle, 
skin)  put  through  a  meat  grinder  before 
mincing. 

2.  Weigh  100  ±0.5  grams  of  each  replicate 
sample  In  a  150-mllllliter  beaker.  Analyze 
each  sample  In  triplicate  and  average  the 
results.  Reproducibility  of  ±10  percent  be¬ 
tween  such  analyses  has  been  obtained. 

3.  Transfer  the  sample  to  a  1-quart  blen¬ 
der  Jar.  For  kidney  and  liver  tissues,  make  a 
Slurry  with  acetone  In  the  weighing  beaker. 
Transfer  with  several  rinses  of  acetone. 

4.  Blend  the  sample  for  5  minutes  with 
250  milliliters  of  acetone  and  a  lOO-miUlllter 
beakerful  of  dlatomaceous  earth. 

5.  Filter  through  a  Buchner  funnel  con¬ 
taining  a  wetted  Whatman  No.  5  Alter  paper 
(12.5  cm.)  into  a  1-llter  suction  flask. 

6.  Rinse  the  blendor  Jar  into  the  funnel 
with  three  25-mllllllter  portions  of  acetone. 

7.  Transfer  the  pulp  and  paper  from  the 
funnel  to  the  aforementioned  blendor  Jar. 

8.  Add  250  milliliters  of  chloroform. 

9.  Blend  for  3  minutes. 

10.  Filter  through. the  aforementioned  ap- 
paratiu  of  procedure  step  V-A5.  For  rapid 
nitration  of  skin  and  blood  samples,  prepare 
funnel  by  adding  dlatomaceous  earth  and 
tamping  evenly  over  paper  to  a  thickness  of 
3  to  5  millimeters. 

11.  Rinse  the  blendor  Jar  Into  the  funnel 
with  three  25-mllllllter  rinses  of  chloroform. 

B.  Phasic  separation.  1.  Pour  the  combined 
nitrates  Into  a  1-llter  separatory  funnel. 

2.  Rinse  the  suction  flask  twice  with  25 
lollllllters  of  chloroform. 

3.  Mix  the  funnel  contents  by  gently  rock¬ 
ing  and  swirling  for  30  seconds. 

4.  Let  stand  10  minutes  to  allow  phases 
to  separate. 

a.  The  upper  (aqueous)  phase  (30  to  50 
milliliters)  is  not  always  emulsion-free. 
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Losses  from  emulsions  have  not  been  signifi¬ 
cant. 

b.  If  an  upper  (aqueoiu)  phase  does  not 
appear,  add  an  additional  100  milliliters  of 
chloroform  and  10  milliliters  of  water  and 
repeat  procedure  step  V-B3. 

5.  Withdraw  the  lower  phase  Into  a  1-llter 
round-bottom  flask,  and  discard  upper  phase. 
Withdraw  nearly  all  of  the  lower  phase,  let 
stand  for  2  to  3  minutes,  then  withdraw  the 
remainder. 

O.  Evaporation.  Attach  the  flask  on  a  thln- 
fllm  rotary  evaporator  connected  to  a  vac¬ 
uum  supply,  and  place  In  a  water  bath  main¬ 
tained  at  45*  C.-50*  C.  until  an  oily  residue 
remains.  Do  not  overheat  the  sample  or  allow 
to  go  to  dryness. 

D.  Adsorption  chromatography.  1.  Prepare 
a  chromatography  column  using  a  column 
with  calibrated  etchings  to  Indicate  appro¬ 
priate  adsorbent  and  solvent  levels  as  follows : 

a.  Fill  tube  to  a  depth  of  60  millimeters 
with  AljO,. 

b.  Tap  walls  gently  with  hands. 

0.  Add  anhydrous  sodium  sulfate  to  an  ad¬ 
ditional  depth  of  25  millimeters. 

d.  Wet  and  wash  column  with  50  milli¬ 
liters  of  chloroform. 

1.  During  chromatography,  make  each  ad¬ 
dition  to  the  tube  when  the  liquid  level  has 
reached  the  top  of  the  sodium  sulfate  layer. 

11.  Increase  the  percolation  rates  by  ap¬ 
plying  a  slight  air  pressure  to  the  top  of  the 
column. 

2.  Transfer  the  residue  from  procedure 
step  V-C  to  the  column  with  four  15-mllll- 
liter  rinses  of  chloroform.  Then  rinse  the 
walls  of  the  tube  and  sodium  sulfate  layer 
with  three  5-mllllllter  portions  of  chloro¬ 
form.  Percolation  rate:  15  to  25  milliliters 
{ler  minute.  No  color  from  sample  should  be 
seen  In  sodium  sulfate  layer  after  final  rinse. 

3.  Wash  column  with  100  milliliters  of 
chloroform.  Discard  eluate. 

4.  Add  75  milliliters  of  eluting  reagent  A 
and  collect  eluate  A  In  a  250-mlllillter  beaker 
for  cation-exchange  chromatography. 

a.  Refer  to  “Eluting  reagent  A”  under 
“Reagents”  (II-K)  for  determining  formula 
and  volume. 

b.  Percolation  rate:  8  to  12  milliliters  per 
minute. 

E.  Cation-exchange  chromatography-^No. 

1.  1.  Prepare  an  Ion-exchange  column  as 
follows: 

a.  Add  a  uniform  slurry  of  resin  to  the 
column  to  obtain  a  4  to  5  centimeter  bed 
depth  after  settling. 

1.  Obtain  a  uniform  slurry  using  a  mag¬ 
netic  stirrer.  To  add  the  required  amount 
of  resin,  calibrate  the  slurry  and  transfer  It 
with  a  10-mlllillter  pipette  to  deliver  a  re¬ 
producible  volume. 

11.  Increase  the  flow  rate  to  2  to  4  milli¬ 
liters  per  minute  by  applying  air  pressure  to 
the  column.  A  glycerol  manostat  adjusted  to 
30  Inches  and  attached  between  an  air  sup¬ 
ply  and  column  provides  adequate  pressure. 

b.  Wash  the  resin  with  10  milliliters  of 
eluting  reagent  A.  Discard  eluate. 

2.  Pass  eluate  A  from  procedure  step  V-D4 
through  the  column.  Collect  In  a  250-mllli¬ 
llter  beaker. 

3.  Pass  50  milliliters  of  specially  dena¬ 
tured  alcohol  3A  through  the  column.  Com¬ 
bine  with  the  eluate  of  procedure  step  V-E2. 

F.  Reduction.  1.  Place  the  eluate  A  frac¬ 
tion  from  procedure  step  V-E3  on  a  hot 
water  bath  (90*  C.)  and  evaporate  with  a 
stream  of  air  until  5  to  10  milliliters  remain. 
Do  not  overheat  the  sample  or  allow  the 
sample  to  go  to  dryness. 

2.  Transfer  to  centrifuge  tube  and  rinse 
beaker  three  times  with  3  milliliters  of  spe¬ 
cially  denatured  alcohol  3A. 

3.  Evaporate  on  a  hot  water  bath  (90*  C.) 
under  a  stream  of  air  until  alcohol  has 
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evaporated.  Do  not  overheat  the  sample  or 
allow  the  sample  to  go  to  drynees. 

4.  Remove  the  tube  from  the  water  baith 
and  Immediately  add  5.0  milliliters  of  water. 

5.  While  mixing,  add  2  drops  of  titanium 
chloride  and  4  drops  of  ION  sodium  hydrox¬ 
ide.  Continue,  mixing  until  greyish  color 
disappears. 

a.  Mix  on  Vortex  Jr.  mixer,  or  equivalent, 
regulated  with  autotransformer. 

b.  Precipitate  of  Insoluble  tissue  sub¬ 
stances  and  white  titanium  salts  Is  present 
after  reduction  is  complete. 

6.  DUhte  to  50  milliliters  with  specially 
denatured  alcohol  3A  and  mix. 

7.  Centrifuge  for  5  minutes  at  2,000  r.p.m. 

O.  Cation-exchange  chromatography — No. 

2.  1.  Prepare  resin  c<dumn  by  procedure  step 
V-E. 

2.  Pass  the  centrifugate  of  procediure  stqp 
V-F7  through  column.  Use  three  rinses  of 
spsslally  denatured  alcohol  3A,  each  6  milli¬ 
liters,  to  aid  In  transferring  of  sample. 

3.  Pass  50  milliliters  of  specially  denatured 
alcohol  3A  through  the  column. 

4.  Pass  50  milliliters  of  deionized  water 
through  the  column. 

5.  Elute  arylamlne  residue  from  the  resin 
with  40  to  43  mlllUlters  of  AN  HCl  into  a  50- 
mllllllter  volxunetrlc  flask  (actinic  ware)  for 
3,6-DNBA  analysis.  Avoid  direct  sunlight.  The 
arylamlne  has  been  found  to  be  photosensi¬ 
tive. 

H.  Color  development  and  meastirement.  1. 
Cool  to  0*  C.-6*  C.  by  placing  In  a  freezer  or 
Ice  bath. 

2.  Perform  the  Bratton-Marshall  reaction 
In  subdued  light  as  follows: 

a.  Add  1  milliliter  of  sodium  nltrltq  re¬ 
agent,  mix,  and  allow  to  stand  for  1  minute. 

b.  Add  1  milliliter  of  ammonium  sulfamate 
reagent,  mix,  and  allow  to  stand  for  1  minute. 

c.  Add  1  milliliter  of  coupling  reagent,  mix, 
and  allow  to  stand  for  10  minutes. 

d.  Dilute  to  volume  with  AN  HCl. 

3.  Perform  colorimetric  measurement  at 
530  millimicrons  as  follows: 

a.  Fill  two  matched  100-mllllmeter  cells 
with  AN  HCl  and  place  into  Instrument. 

b.  Adjust  dark  current. 

c.  Adjust  to  zero  absorbance. 

d.  Replace  acid  In  cell  of  sample  side  of 
compartment  with  sample  to  be  measured. 

e.  Record  absorbance  observed. 

L  Calculations.  Determine  parts  per  billion 
(observed)  from  the  standard  curve. 

§  S56.230  Erythromycin. 

Tolerances  for  residues  of  erythromy¬ 
cin  in  food  are  established  as  follows: 

(a)  0.1  part  per  million  (negligible  res¬ 
idue)  in  uncooked  edible  tissues  of  swine. 

(b)  Zero  in  the  uncooked  edible  tissues 
of  beef  cattle  and  in  milk. 

(c)  0.025  part  per  million  in  uncooked 
eggs. 

(d)  0.125  part  per  million  (negligible 
residue)  in  imcooked  edible  tissues  of 
chickens  and  turkeys. 

§  556.240  Estradiol  benzoate. 

(a)  No  residues  of  estradiol  benzoate 
may  be  found  in  the  uncooked  edible  tis¬ 
sues  of  heifers,  lambs,  and  steers. 

(b)  The  method  of  examination  pre¬ 
scribed  for  the  quantitative  determina¬ 
tion  of  estradiol  benzoate  is  as  follows: 
Incorporate  the  finely  ground  tissues  in 
the  diet  of  immature  mice,  and  assay  by 
the  mouse  uterine  weight  method  of 
E.  J.  Umberger,  O.  H.  Oass,  and  J.  M. 
Curtis,  published  ’  in  ^Endocrinology,” 
Volume  63,  page  806  (1958) .' 


See  footnote  on  p.  13950. 


FEDERAL  REGISTER,  VOL.  40,  NO.  60— THURSDAY,  MARCH  27.  1975 


13950 


RULES  AND  REGULATIONS 


§  556.250  Estradiol  monopalmitate. 

(a)  No  rest;:  tes  of  estradiol  monopal¬ 
mitate  may  be  found  in  the  uncooked 
edible  tissues  of  chickens. 

(b)  The  method  of  examination  pre¬ 
scribed  for  the  quantitative  determina¬ 
tion  of  estradiol  monopalmitate  is  as  fol¬ 
lows:  Incorporate  finely  ground  tissues 
of  the  treated  chickens  in  the  diet  of  im¬ 
mature  mice  and  assays  by  the  mouse 
uterine  weight  method  of  E.  J.  Umberger. 
J.  H.  Gass,  and  J.  M.  Curtis  published  in 
“Endocrinology,”  volume  63,  page  806 
(1958).^ 

§  556.260  Ethopabate. 

Tolerance  for  residues  of  ethopabate 
converted  to  metaphenetidine  are  estab¬ 
lished  in  the  edible  tissues  of  chi^ens 
as  follows: 

(a)  1.5  parts  per  million  in  uncooked 
liver  and  kidney. 

(b)  0.5  part  per  million  in  uncooked 
muscle. 

§  556.270  Ethylenediamine. 

A  tolerance  of  zero  is  established  for 
residues  of  ethylenedisunine  in  milk. 

§  556.280  Furaltadone. 

A  tolerance  of  zero  is  established  for 
residues  of  furaltadone  in  milk  of  dairy 
cows. 

§  556.290  Furazolidone. 

A  tolerance  of  zero  is  established  for 
residues  of  furazolidone  in  the  uncooked 
edible  tissues  of  swine. 

§  556.300  Centamirin  sulfate. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of  gen¬ 
tamicin  sulfate  in  the  uncooked  edible 
tissues  of  turkeys. 

§  556.310  Haloxon. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of 
haloxon  (3-chloro-7-hydroxy-4-methyl- 
coumarin  bLs(2-chloroethyl)  phosphate) 
in  the  edible  tissues  of  cattle,  sheep,  and 
goats. 

§  556.320  Hydrocortisone. 

A  tolerance  is  established  for  negligi¬ 
ble  residues  of  hydrocortisone  (as  hydro¬ 
cortisone  sodium  succinate  or  hydrocor¬ 
tisone  acetate)  in  milk  at  10  parts  per 
billion. 

§  556.330  Hygromycin  B. 

A  tolerance  of  zero  is  established  for 
residues  of  hygromycin  B  in  or  on  eggs 
and  the  uncooked  edible  tissues  of  swine 
and  poultry. 

§  556.340  Ipronidazole. 

No  residues  of  ipronidazole  (2-jscpro- 
pyl-l-methyl-5-nitroimidazole)  and  its 
metabolite  (l-methyl-5-nitrolmidazole- 
2-isopropanol)  are  found  in  the  uncooked 
edible  tissues  of  turkeys  as  determined 
by  the  following  method  of  analysis: 


'Copies  may  be  obtained  from:  Food  and 
Drug  Administration,  Bureau  of  Poods,  200 
C  St.  SW.,  Washington,  DC  20204. 


I.  Mxtrod  or  Amaltus 

A.  The  assay  procedure  Is  suitable  for  the 
recovery  and  analy.^ls  of  ipronidazole  (1- 
methyl-2-isopropyl-5-nitrolmidBzole)  and  its 
metabolite  l-methyl-S-nltrolmldazole-2-lso- 
propanol  from  turkey  tissue  with  a  lower 
limit  of  2  parts  per  billion  using  a  100-gram 
sample.  Ipronidazole  and  its  metabolite  are 
extracted  from  musde,  liver,  kidney,  skin, 
fat,  and  blood  with  benzene  In  the  presence 
of  borax.  The  extract  is  purified  by  coliunn 
chromatography  on  silica  gel  and  the  two 
compotmds  are  determined  separately  by  gas- 
liquid  chromatography  (OLC). 

B.  The  follo\;*ng  aspects  of  the  procedure 
must  be  carefully  observed  to  insure  good 
recoveries  and  reproducible  results: 

1.  The  sample  in  solution  must  be  pro¬ 
tected  from  light  at  all  times. 

2.  The  ether  eluent  from  Idie  column  must 
be  shaken  before  division,  and  the  division 
must  be  performed  carefully  to  insure  two 
equal  portions. 

3.  No  solution  should  be  allowed  to  go  to 
dryness  during  an  evaporation  step. 

4.  The  compounds  should  not  stand  in  or 
in  contact  with  a  basic  solution  or  phase 
for  any  prolonged  period  of  time. 

6.  The  electron-capture  detector  should  be 
standardized  dally  for  both  compounds 

6.  For  best  results,  the  assay  procedure 
must  be  completed  in  one  working  day. 

n.  Reagents 

A.  Sodium  borate,  tetra  (Borax),  AR. 

B.  Sodium  chloride,  AR. 

C.  Benzene,  nanograde,  Burdick  &  Jack- 
son,  or  equivalent. 

D.  Ethyl  ether,  anhydrous,  AR,  Malllnc- 
krodt,  or  equivalent.  Open  a  fresh  1-poubd 
can  each  day. 

E.  Silica  gel,  100-200  mesh,  Davislon 
(Grace),  or  equivalent. 

F.  Hydrochloric  acid,  AR,  3N. 

O.  Sodium  hydroxide,  AR,  6N. 

Note:  Wash  reagents  F  and  O  three  times 
with  an  approximately  equal  volume  of  ben¬ 
zene.  Check  purity  by  Injecting  10  mlcrollters 
of  the  third  benzene  wash  onto  GLC  column 
for  l-methyl-5-nltrolmidazole-2-l8opropanol. 
If  necessary,  repeat  benzene  wash  until  In¬ 
terfering  peaks  are  no  longer  detected. 

in.  Afpakatus 

A.  Grinders.  Hobart  KitchSnAld  Model  5A 
and  Intedge  Model  C-2,  or  equivalent. 

B.  Centrifuge,  International,  Model  K,  or 
equivalent. 

C.  Lab-Line,  Super-Mixer,  variable  speed, 
or  equivalent. 

D.  pH-Meter  with  combination  mlcroelec- 
trode. 

5.  Virtls  Homogenizer,  Model  45,  with 
500-mllllliter  capacity  amber  fiasks,  or 
eqtil  valent. 

F.  Centrifuge  bottle,  heavy  duty,  600- 
mllllliter,  amber. 

O.  Centrifuge  tubes,  heavy  duty,  50  milli¬ 
liter  and  15-mllllllter.  amber,  glass-stoppered. 

H.  Chromatographic  column,  9  millimeters 
IJ>.  X  150  millimeters  long.  Teflon  stopcock, 
sintered  glass  disc,  clamp.  Teflon  seal,  amber. 

X.  Chromatographic  reservoir,  amber,  600- 
mlllillter. 

J.  Graduated  cylinder,  350-mllllllter, 
amber. 

K.  Disposable  Pasteur  pipette  connected 
to  a  1-llter  vacuum  flask  by  means  of  Tygon 
tubing. 

L.  Tracor  Microtek  MT-220  Gas  Chro- 
matr'graph,  or  equivalent,  equipped  with 
electron  capture  detection  (130mc  Nlckel-63 
source)  and  lO-lnch  strip  chart  recorder  or 
equivalent  lixstrument. 

M.  lO-mlcrollter  syringe. 

N.  4  feet  of  ^-Inch  O.D.  stainless  steel 
tubing. 


O.  Anakrom  ABS  90-100  mesh  (AnalalM, 
or  equivalent) . 

P.  OV-17  phenyl  methyl  silicone  (Ap¬ 
plied  Science  tjaboratorles,  Inc.,  or 
equivalent). 

Q.  G.C.  Peakometer  (Alltek  Associates,  or 
equivalent!. 

R.  6  feet  of  ^-Inch  OJ>.  glass  U-tube 
column. 

S.  Packing:  6  percent  SE-SO  silicone 
ultraphase  (Pierce  Chemical  Co.)  on  Gas- 
chrom  Q,  80-100_  mesh  (Applied  Science 
Laboratories,  Inc.)' 

Note:  Wash  glassware  with  detergent 
(Alkunox,  or  equivalent)  and  rinse  with 
water,  distilled  water,  and  acetone.  Prior  to 
xise,  rinse  with  ether  followed  by  benzene 
and  drain  thoroughly. 

XV.  Gas-Liquid  Chromatooeaphic 
Procedures 

A.  IPRONIDAZOLS 

1.  Preparation  of  GLC  Column;  Prepare 
the  packing  of  4.2  percent  of  OV-17  on 
Anakrom  ABS  90-100  mesh  using  the 
filtration-fluidization  technique  (Bulletin 
No.  2A,  Applied  Science  Laboratories,  Inc.). 
The  packed  4-foot  x  ^-inch  stainless  steel 
column  should  be  conditioned  for  2  days  at 
250*  C.  with  nitrogen  flowing  through  It. 

3.  GLC  Analysis:  Use  a  10-mlcrollter 
samcle  for  injection.  Area  of  the  peak  is  used 
for  the  determination^  and  la  obtained  as 
the  product  of  the  peak  width  at  the  hall 
height  and  the  peak  height.  This  Is  ac¬ 
complished  with  the  G.C.  Peakometer  or  a 
conventional  ruler.  Instrument  parameters 
for  maximum  sensitivity  of  0.5  nanogram 
are  shown  below: 

a.  Column  temperature:  190*  C.  ±1*. 

b.  Detector  temperature:  266*  C.  ±1*. 

c.  Injection  port  temperature:  225*  O. 

±1*. 

d.  Carrier  gas:  PrePurifled  Nitrogen 
(Matheson). 

e.  Carrier  gas  flow  (outlet) :  60  cubic 
centimeters  per  minute. 

f.  Electrometer:  1  x  10-*. 

g.  Attenuation  setting:  10*  z  16. 

h.  Recorder  range:  1  millivolt. 

I.  Detector  voltage:  Adjusted  dally  accord¬ 
ing  to  Tracor  operation  and  service  manual 
to  obtain  the  optimum  voltage  for  operating 
the  detector. 

J.  Approximate  retention  time:  1.6  min¬ 
utes  (uncorrected). 

B.  I-METHTL-S-NmonCmAZOLE-a-lSOPROPANOI. 

1.  Preparation  of  GLC  Column:  Prepare 
the  packing  of  6  percent  SE-30  ultraphase 
(Pierce  Chemical  Co.,  or  equivalent)  on  Gas- 
ebrom  Q,  80-100  mesh  (Applied  Science 
Laboratories,  Inc.,  or  equivalent)  by  the 
same  method  as  described  for  the  GLC 
column  for  ipronidazole.  Sllanlzing  of  the 
inside  of  the  6- foot  x  ^-Inch  O.D.  glass 
column  is  recommended.  Prepare  a  fresh 
solution  of  dlmethyldlchorosllane  in  toluene 
(10  percent  volume  for  volume)  and  pour 
into  the  U-tube  to  t&e  top  of  both  legs. 
Allow  the  column  to  stand  for  10  minutes, 
remove  the  solution,  and  rinse  the  column 
with  300  milliliters  of  toluene.  Then  fill  it 
with  methanol,  leave  for  5  minutes,  rinse 
with  an  additional  100  to  200  milliliters  of 
methanol,  and  leave  to  dry.  The  column  is 
now  ready  for  use.  The  packed  column 
should  be  conditioned  overnight  at  300*  C. 
with  low  flow  rate  of  nitrogen. 

2.  GLC  Analysis :  Use  a  10-mlcrollter  sample 
for  injection.  Area  of  the  peak  is  used  for 
the  determination  and  is  obtained  as  the 
product  of  the  peak  width  at  half  height  and 
the  peak  height.  Instrument  parameters  for 
maximum  sensitivity  of  0.5  nanog^fun  are 
shown  below: 
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».  Column  temperature:  189*  O. 
b.  Detector  temperature:  285*  C.  ±1*. 

0.  Injection  port  temperature:  225*  C. 

±1*. 

d.  Carrlw  gas:  PrePurlfled  Nitrogen 
(Matbeeon). 

e.  Carrier  gas  flow  (outlet) :  60  cubic 
centimeters  per  minute. 

f.  Electrometer:  1  x  10-*. 

g.  Attenuation  setting:  10*  x  10. 
b.  Recorder  range:  1  millivolt. 

I.  Detector  ventage:  Adjusted  dally  accord¬ 
ing  to  Tracor  operation  and  service  manual 
to  obtain  the  optimum  voltage  for  operating 
the  detector. 

J.  Approximate  retention  time:  1.95  min¬ 
utes  (uncorreettd). 

V.  PaxPAXATiON  or  Extxknai.  RxrxaxNcx 
STAKDAsn  Solutions 

The  standard  solutions  for  both  Ipronl- 
dazole  and  l-metbyl-5-nitrolmldaEole-2- 
Isopropanol  are  prepared  so  as  to  be  equiva¬ 
lent  to  2  and  4  parts  per  billion  levels  of 
the  compounds  from  100-gram  tissue  sam¬ 
ples.  Amber  glassware  must  be  used.  The 
stock  solutions  may  be  kept  for  up  to  1  week 
In  the  refrigerator. 

A.  IPaONIDAZOLX 

1.  Solution  1,  I  X  10-*  gram  per  milliliter: 
10  milligrams  analytical  standard  Ipronlda- 
zole  In  100  milliliters  of  methyl  alcohol  (am¬ 
ber  flask). 

2.  Solution  2.  1  X  10-*  gram  per  milliliter: 
1.0  milliliter  of  stock  Solution  1  In  100- 
mlllUlter  amber  volumetric  flask  to  volume 
with  glass-distilled  benzene. 

3.  Solution  3.  1  x-lO-*  gram  per  milliliter: 

6  mlllUlters  of  stock  Solutlcm  2  In  SO-mllll- 
llter  amber  vc^umetrlc  flask  to  volume  with 
glass-dlstlUed  benzene.  Inject  10  microliters 
on  OC  column  for  2  parts  per  billion. 

4.  Solution  4.  2  X  10-'  gram  per  milliliter: 

6  milliliters  of  stock  Solution  2  In  25-mllll- 
liter  amber  volumetric  flask  to  volume  with 
glass-dlstllled  benzene.  Inject  10  mlcrollters 
on  OC  column  for  4  parts  per  billion. 

B.  l-MKTBTL-S-NmtOncmAZOLK-S-ZSOPaOPANOL 

1.  Solution  f.  1  X  10-*  gram  per  milliliter: 
10  milligrams  analytical  standard  1-metbyl- 
S-nltrolmldazole-2-ls(H>ropanol  In  100  mlUl- 
Itters  of  methyl  alcohol  (amber  flask). 

2.  Solution  2.  1  X  10-*  gram  per  milliliter: 
1.0  milliliter  of  stock  Solution  1  In  100-mllli- 
Uter  amber  volumetric  flask  to  volume  with 
glass-dlstllled  benzene. 

3.  Solution  3.  0.5  x  10-'  gram  per  milliliter: 
6.0  milliliters  of  stock  Solution  2  In  100-mllll- 
llter  amber  volumetric  flask  to  volume  with 
glass-dlstllled  benzene.  Inject  10  mlcrollters 
on  OC  column  for  2  parts  per  billion. 

4.  Solution  4. 1.0  x  10-'  gram  per  milliliter: 
6.0  milliliters  of  stock  Solution  2  In  50-mllll- 
Itter  amber  volumetric  flask  to  volume  with 
glass-dlstllled  benzene.  Inject  10  mlcrcfllters 
on  OC  cedumn  for  4  parts  per  billion. 

VI.  Rzcovxbt  Stxtdt 

For  those  using  the  method  for  the  first 
time,  a  recovery  study  using  fortified  (spiked) 
tissue  Is  recommended.  The  standard  solu¬ 
tions  for  fortification  are  prepared  from  the 
basic  stock  solutions  of  Ipronldazole  and  of  1- 
niethyl-5-nltrolmldazole-2-lsopropanol  with 
distilled  water  as  the  diluent.  Amber  glass¬ 
ware  must  be  used.  The  following  volumes  of 
solutions  were  added  to  the  100-gram  tissue 
sample  prior  to  Initial  homogenization: 


Spike  level  for 

Mimntors  of 

Concentration 

tpronidanris 

Ipronidetole  solution 
t  (see  VI,  A) 

per  mm  of 
tbsue 

parts  per 
billion. 

3 

3  X 10^  gram. 

tpsrts  per 
billion. 

4 

4  X  10-*  gram. 
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Miniltters  of  1-methyl- 
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l*methvl-6- 
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5-altrolmldazol»-3-iso- 
propanol  sohitloa  S 

per  mm  of 
tbsoe 

S-lsopropanol 

(see  VI,  B) 

3partsper 

billion. 

3 

3  X  10~*gram. 

4parts  per 
bUUon. 

4 

4  X  10-*  gram. 

A.  IPBONinAZULZ 

1.  Solution  1.  I  X  10-*  gram  per  milliliter: 
10  milligrams  analytical  standard  Ipronlda- 
zole  In  100  milliliters  of  methyl  alcohol 
(amber  flask).  This  Is  the  same  stock  solu¬ 
tion  used  for  the  preparation  of  the  external 
standsod  solutions. 

2.  Solution  2.  1  X  10-*  gram  per  milliliter: 
1.0  milliliter  of  stock  Solution  1  in  100-mllll- 
llter  amber  volumetric  flask  to  volume  with 
distilled  water. 

3.  Solution  3.  1  X  10*'  gram  per  milliliter: 

5  mlllUlters  of  Solution  2  in  60-mllllllter 
amber  volumetric  flask  to  volume  with  dls- 
tUled  water. 

B.  l-MXTHTL-S-NrraOIMIDAZOLX-l- 
ISOPBOPANOL 

1.  Solution  1,  l-x  10->  gram  per  mUlUlter: 
10  milligrams  analytical  standard  1-methyl- 
5-nltrolmldazole-2-l8opropanol  In  100  mUll- 
llters  of  methyl  alcohol  (amber  flask).  This 
Is  the  same  stock  solution  used  for  prepara¬ 
tion  of  the  external  standard  solutions. 

2.  Solution  2.  1  X  10-*  gram  per  mlllUlter: 
1.0  milliliter  of  stock  Solution  1  In  100-mllll- 
llter  amber  volumetric  flask  to  volume  with 
distilled  water. 

3.  Solution  3.  1  X  10-'  gram  per  mUlUlter: 
5  mlllUlters  of  SoluUon  2  In  SO-mlllUlter 
amber  volumetric  flask  to  volume  with  dls- 
tUled  water. 

vn.  Pbbpazation  or  Silica  Qzl  Column 

A.  Assemble  the  amber  glass  column  ac¬ 
cording  to  the  manufacturer’s  instructions 
and  pour  1 .3-1.7  grams  of  dry  activated  silica 
gel  (dried  for  1  hour  at  110*  C.)  In  the  col¬ 
umn.  The  sUlca  gel  column  Should  be  3  to  4 
centimeters  long  after  gently  tapping  the 
outside  of  the  column  to  Insure  close  pack¬ 
ing.  Clanq>  Into  plaoe  the  500-mUlUlter  amber 
reservoir  (made  from  a  500-mUlUlter  round 
bottom  flask  and  a  column  end)  and  allow  35 
mlllUlters  of  benzene  to  run  through  the 
column.  If  air  bubbles  are  present,  stir  con¬ 
tents  of  column  with  a  thin  glass  rod.  The 
column  la  now  ready  for  use  and  should  be 
prepared  fresh  for  each  tissue  sample. 

B.  Purify  each  new  batch  of  sUlca  gel  prior 
to  use.  Wash  20  grams  of  sUlca  gel  with  six 
portions  of  75  mUlUlters  of  water-saturated 
ether.  Activate  overnight  at  110*  C.  Material 
not  used  the  same  day  should  be  reactivated 
for  1  hour  prior  to  use  and  cooled  In  desic¬ 
cator.  After  flUlng  column,  wash  silica  gel 
with  70  mlllUlters  ot  anhydrous  ether,  fol¬ 
lowed  by  4  X  10  mUUters  of  benzene.  A  sample 
column  Is  checked  out  by  starting  with  step 
12  of  IX,  A,  and  proceeding  directly  to  step 
1  of  DC,  C,  without  dividing  the  sample. 

Vm.  Tiasux  Sample  PazPAXATioN 

A.  Allow  muscle,  liver,  or  kidney  tissue  to 
come  to  room  temperature,  grossly  subdivide, 
and  grind  using  a  meat  grinder.  Size  of 
tissue  sample  dictates  the  size  grinder  to  be 
used:  Hobart  K5-A  (smaU  samples)  or  In- 
tedge  C-2  (large  samples). 

B.  Orlnd  fat  and  skin  tissue  samples  In  a 
semlfrozen  condition  after  gross  subdivision 
of  the  sample. 

DC.  Extbaction  PaoczDuaz 

A.  INITIAL  PBOCBDUBB 

1.  Weigh  a  100-gram  sample-  of  ground 
tissue  Into  a  500-mlUUlter  amber  centrifuge 
bottle  and  add  10  grams  of  borax  and  salt. 


Homogenize  the  sample  with  the  Vlrtls  for  1 
minute  to  provide  a  homogeneous  mixture. 

2.  Add  100  mlllUlters  of  glass-dlstUled 
benzene  to  the  mixture  and  homogenize  at 
moderate  speed  for  2  minutes.  The  use  of 
high  homogenizing  speeds  after  benzene  la 
added  sometimes  results  In  emulsions  that 
are  difficult  to  break.  Special  caution  is 
needed  with  liver,  and  It  may  be  preferable 
to  use  manual  shaking  only. 

3.  Sto(^)er  the  bottle  and  shake  by  hand 
for  2  minutes.  Centrifuge  the  sample  for 
15  minutes  at  1,500  revolutions  per  minute. 
The  use  of  a  refrigerated  centrifuge  may  bei 
helpful  in  breaking  emulsions. 

4.  Following  centrifugation,  decant  the 
benzene  layer  Into  a  storage  500-miUlUter 
amber  Vlrtls  flask. 

5.  Add  100  mllUllters  of  glass-dlstUled  ben¬ 
zene  to  the  tissue  In  the  500-mUlUlter  bottle. 
Break  up  the  compacted  tissue  with  a  spat¬ 
ula.  Stopper  the  bottle  and  shake  by  hand 
for  2  minutes. 

6.  Centrifuge  the  mixture  for  15  minutes 
at  1.500  revolutions  per  minute. 

7.  Following  centrifugation,  decant  the 
benzene  layer  Into  the  500-mllllllter  storage 
Vlrtls  flask  and  pool  with  the  flrst  extract. 

8.  Add  100  milliliters  of  glass-dlstllled  ben¬ 
zene  to  the  tissue  In  the  500-mllllllter  bottle. 
Break  up  the  compacted  tissue  with  a  spat¬ 
ula.  Stopper  the  bottle  and  shake  by  hand 
for  2  minutes. 

9.  Centrifuge  the  mixture  for  15  minutes 
at  1,500  revolutions  per  minute. 

10.  Following  centrifugation,  decant  the 
benzene  layer  Into  the  600-mllllllter  storage 
flask  and  pool  with  the  flrst  and  second  ex¬ 
tracts.  At  least  270  milliliters  of  benzene 
should  be  recovered. 

11.  Transfer  250  milliliters  of  the  total 
pooled  benzene  extract  to  the  reservoir  or 
the  previously  prepared  silica  gel  column, 
allow  to  run  through  the  cedumn,  follow  by 
20  mlllUlters  of  benzene  as  a  wash,  and  dis¬ 
card  the  benzene. 

12.  Strip  the  silica  gel  column  by  the 
addition  of  26  mllUllters  of  water-saturated 
ethyl  ether  (preoared  fresh  dally  using  an 
unopened  can  of  anhydrous  ether  and  dis¬ 
tilled  water)  and  allow  the  ether  to  pass 
through  the  column.  Wash  column  with  an 
additional  5  mlllUlters  of  water-saturated 
ether.  Pressurize  the  column  using  a  hand 
bulb  or  nitrogen  to  Insure  that  all  the  ether 
goes  through  the  column  and  Is  caught  In 
the  40-mllllllter  amber  centrifuge  tube. 

13.  Mix  the  combined  ether  eluent  well 
and  divide  Into  two  equal  portions  (desig¬ 
nated  A  and  B)  In  16-mlllillter  amber  cen¬ 
trifuge  tubes.  Portion  A  Is  used  for  the 
analysis  of  Ipronldazole  (IX,  B,  1-6);  portion 
B  is  used  for  the  analysis  at  l-methyl-6- 
nltrolmidazole-2-lsopropanol  (IX,  C,  1-6). 

B.  FBOCZDUXZ  vox  IPaONmAZOLB 

1.  Reduce  vtdume  of  ether  portlcm  A  to 
approximately  10  mllllUters  In  a  stream  of 
nitrogen.  Add  3  mllUllters  of  3N*HC1  to  the 
ether,  stopper,  and  shake  for  30  seconds  on 
a  Vortex  mixer. 

2.  Allow  the  layers  to  separate  and  discard 
the  ether  layw  by  aspiration  making  sure  that 
none  of  the  aqueous  layer  Is  removed. 

3.  Wash  the  aqueous  layer  with  2x2- 
miUlllter  portions  of  glass-dlstUled  benzene. 
Remove  benzene  by  aspiration.  Care  must  be 
taken  during  this  washing  step  that  none  of 
the  aqueous  layer  Is  removed. 

4.  To  the  HCl  layer,  add  smaU  amount  of 
borax  and  adjust  the  pH  of  the  solution  to 
approximately  8  with  6N  NaOH  using  a  pH 
meter.  The  compounds  should  not  be  left  at 
alkaline  pH  any  longer  than  necessary,  each 
sample  being  extracted  with  benzene  as  soon 
as  the  pH  has  been  adjusted  (2-5  minutes) . 

5.  Add  1  mlUlUter  of  glaas-dlstlUed  ben¬ 
zene,  shake  well,  and  aUow  the  layers  to  sepa- 
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rmte.  A  10-mlcroUter  8anQ>le  of  the  tenaene 
Uy«r  to  uaed  for  OLC  analytto  of  ipronidaaole. 

C.  FBOCSDUU  FOB  l-MBTBTL-S- 

IfmoXXlDaXOLB-t'XBOPBOPANOL 

1.  Reduce  volume  of  etber  portion  B  to 
approximately  10  milliliters  In  a  stream  of 
nitrogen.  Add  i  milliliters  of  glass-distilled 
benaene  to  the  ether  In  the  16-mllllllter  am¬ 
ber  centrifuge  tube. 

2.  Evaporate  the  ethyl  ether  from  the  tube 
iMing  a  stream  of  dry  nitrogen  at  room  tem- 
pwature  until  a  volume  of  i4>proxlmately  2 
cubic  centlmetoe  remains  In  the  tube. 

3.  Add  1.4  mlUlUters  of  3N«HC1  to  the  tube. 

for  30  seconds  on  a  Vortex  mixer,  and 
aUow  Uie  layers  to  reparate.  Discard  the 
upper  benaene  layer  by  aspiration  Insuring 
that  none  of  the  aqueous  layer  to  removed. 

4.  Wadi  the  r..iueous  layer  with  2  x  2-mll- 
miter  portion  of  glas  distilled  benaene.  Be- 


§  556.350  Ijcvamisole  hydrochloride. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of 
levamisole  hydrochloride  in  the  edible 
tissues  of  cattle,  sheep,  and  swine. 

§  556.360  Lincomycin. 

Tolerances  are  established  for  residues 
of  lincomycin  as  follows:  0.15  part  per 
million  for  negligible  residues  in  milk; 
and  0.1  part  per  million  for  negligible 
residues  in  the  edible  tissues  of  chickens 
and  swine. 

§  556.370  '  Medroxyprogesterone  acetate. 

(a)  No  residues  of  medroxyprogester¬ 
one  acetate  (17-hydroxy-6a-methyl- 
pregn-4-ene-3.20-dlone  17 -acetate)  may 
be  found  in  the  uncooked  edible  tissues 
of  sheep  and  cattle  or  in  milk. 

(b)  The  method  of  examination  used 
in  the  quantitative  determination  of 
medroxsrprogesterone  acetate  to  establish 
that  there  were  no  residues  present  in 


taken  that,  during  the  washing  step,  none  of 
the  aqueous  layer  to  removed. 

5.  To  the  aqueous  layer,  add  small  amount 
of  borax  and  adjust  the  pH  of  the  solution 
to  H>proxlmately  8  with  6N  NaOH  using  a  pH 
meter.  The  compounds  shoxild  not  be  left  at 
alkaUne  pH  any  longer  than  neceasary,  each 
sample  being  extracted  with  benzene  as  soon 
as  the  pH  has  been  adjusted  (2-6  minutes). 

6.  Add  2  rnmmters  of  glass-dlstmed  ben¬ 
zene.  shake  well,  and  aUow  the  layers  to  sepa¬ 
rate.  A  10-mlcrollter  sample  of  the  benzene 
layer  to  uaed  for  QLC  analysis  of  l-methyl-5- 
nltrolmldazole-2-toopropanol. 

X.  caumiiaTioN 

A.  The  gas  chromatograph  must  be  cali¬ 
brated  dally  by  the  repeal  Injection  of  2 
and  4  parts  per  bmion  external  refwenoe 
standards  of  both  compounds  and  calculation 
of  the  peak  areas.  Recovery  of  eonq>ounds 
from  spiked  control  ttosuee  to  calculated  as 
follows: 


tissues  or  milk  in  an  exaggerated  study 
is  as  follows: 

(1)  Apparatus.  A  Lourdes  Tissue 
Homogenizer  or  equivalent;  dialyzer  tub> 
ing,  Visking  No.  30,  32.  or  equivalent. 

(2)  Reagents.  Methylene  chloride, 
redistilled  in  all-glass  equipment,  using 
a  Vigreaux  distilling  lead  (store  in  brown 
bottles) ;  Skellysolve  B  (distill  and  store 
in  _  brown  bottles) ;  chromatographic 
alumina;  Woelm  acid,  activity  grade  1. 
for  chromatography. 

(3)  Preparation  of  samples — (1)  Tis¬ 
sue.  Grind  fresh  tissue  in  a  household 
meat  grinder.  If  aniilysls  is  delayed,  the 
ground  tissue  must-be  stored  in  a  deep 
freeze  and  thawed  just  prior  to  analysis. 
Transfer  10  grams  of  tissue  to  a  60-milli¬ 
liter  stainless  steel  can,  add  40-45  milli¬ 
liters  of  95  percent  ethyl  alcohol  and  two 
4.25-centimeter  circles  of  Whatman  No. 
4  filter  paper.  Attach  can  to  the  tissue 
homogenizer,  immerse  in  an  ice  bath, 
and  homogmlze  for  5  minutes.  Filter 


with  suction  through  a  Bttchner  funnN 
using  a  Whatman  No.  4  filter  pt4>er.  Re- 
tiun  the  filter  cake  to  the  stainless  steel 
can,  add  40  to  45  milliliters  of  95  percent 
ethyl  alcohol  and  homogenize  for  5  min¬ 
utes  as  before.  Filter  as  before,  adding 
the  second  filtrate  to  the  first.  Repeat 
the  extraction  a  third  time  and  combine 
the  filtrate  with  the  first  two. 

(ii)  Bone  marrow  or  fat.  Elxtract  as 
under  subdivision  (i)  of  this  subpara¬ 
graph.  using  4:1  i%ellysolve  B-absoluL) 
ethyl  alcohol  Instead  of  95  percent  ethyl 
alcohol. 

(ill)  Brain  tissue.  Extract  as  under 
subdivision  (1)  of  this  subparagnmh,  us¬ 
ing  95  percent  ethyl  alcoh(A  for  the  first 
extract,  4:1  SkellysOlve  B-absolute  ethyl 
alcohol  for  the  second  extract,  and  95 
percent  ethyl  alcohol  for  the  third  ex¬ 
tract.  Transfer  the  combined  extracts 
to  a  500-millillter  separator,  add  an 
equal  volume  of  water,  and  extract  with 
four  successive  50-milliliter  vcAumes  of 
methylene  chloride.  Evaporate  the  com¬ 
bined  extracts  to  dryness.  Dissolve  the 
oily  residue  in  20  milliliters  Skellysolve 
B  and  retain  for  the  chromatographic 
separation. 

(Iv)  'Milk.  Transfer  180  mllliliten  of 
milk  to  a  beaker,  add  20  milliliters  of  ab¬ 
solute  methyl  alcohol,  and  mix  by  stir¬ 
ring.  Transfer  the  solution  to  a  we- 
extracted  No.  SO  or  32  Visking  tubing. 
Tie  both  ends  of  the  tubing  with  double 
overhand  knots.  Care  must  be  exercised 
to  avoid  making  the  milk-filled  casing 
too  taut.  Place  the  filled  casing  care¬ 
fully  in  a  large  Soxhlet  extractor,  add 
850  miUllters  of  absolute  methjd  alcohol, 
and  extract  for  48  hours.  Transfer  the 
extract  into  a  rotary  evaporator  and 
evaporate  with  vacuum  until  the  v(dume 
Is  reduced  to  50  to  100  mllliliten.  This 
will  remove  all  the  methyl  alcohol. 
Transfer  the  aqueous  residue  to  a  500- 
mlUlllter  separator,  using  sufficient  wash 
water  to  produce  a  volume  of  about  150 
mllliliten.  Extract  with  four  successive 
50-milllllter  portloru  of  methylene  chlo¬ 
ride,  and  evaporate  the  ccxnbined  ex¬ 
tracts  until  only  an  oily  residue  remains. 
Dissolve  the  residue  In  20  mllliliten  of 
actilysolvu  B  and  retain  for  the  chro¬ 
matographic  separation. 

(4)  Preparation  of  chromatographic 
column.  Partially  fill  the  column  with 
chloroform.  Slurry  15  grams  of  chnnnat- 
ographlc  alumina  with  chloroform  and 
transfer  to  the  (xdumn.  Place  a  small 
plug  of  glass  wool  on  top  of  the  alumina. 
(Non:  Keep  exposure  of  the  alumina  to 
air  to  a  minimum.)  Wash  the  column 
with  a  total  of  125  mllliliten  of  chloro¬ 
form.  including  the  volume  used  to  make 
the  slurry.  Follow  with  a  second  wash, 
using  100  mllliliten  of  Skellysolve  B. 

(5)  Determination  (1)  When  the  final 
portion  of  the  Skelljrsolve  B  wash 
passes  into  the  column,  transfer  the  re¬ 
served  sample  solution  to  the  coliunn 
with  the  aid  of  two  additional  20-mllll- 
liter  portions  of  Skellysolve  B.  Add  each 
rinse  to  the  column  when  the  solvent 
level  has  Jast  reached  the  glass  wool  plug 
over  the  alumina.  Pass  an  additional  50- 
milliliter  portion  of  Skellj^lve  B 
through  the  column  and  follow  it  with 
50  milliliten  of  2  percent  acetone  in 


move  the  benzene  by  ea|.  (ration.  Oare  must  be 


(Observed  rem>onae,ng/10mcl.)  (Conversion  Constant)  (100) 

_ _ _ ^=Peroent  recovery 

(Quantity  spiked  Into  lOOg.  tissue  sample,  ng.) 

•piked  sample 

ObeervM  leqMnae,  - — -X  Concentration  of  reference  standard 

ng/10  md.  Peak  area  of  reference  standard 
The  conversion  constant  lot  Ipronldazole  to  240.  It  to  obtained  as  follows: 

Conversion  Constant=  (Volume  conversion,  10  mcl.  to  1  ml.)  (Correction  for  1:1  split 
of  column  elBuent)  (Extract  volume  aliquot  800  ml.  total/260 
ml.  used). 

(1X10^)  (800) 

Converslm  Constant= - (2) - =240 

(lOxlO-*)  (280) 

The  conversion  constant  for  l-methyl-5-nltrolmldaaole-2-lsopropanol  to  480.  It  to  obtained 
as  follows: 

Conversion  Constant = (Volume  conversion,  10  mcl.  to  2  ml.)  (Correction  for  1:1  split 
of  column  effluent)  (Extract  volume  aliquot  300  ml.  total/250 
ml.  used) 


Conversion  Coastant=- 


(2X10-*)  (800) 


-(8)- 


-=480 


(10X10-*)  (250) 

B.  Ihe  method  to  c^Mble  of  quantitatively  determlnLng  both  compounds  at  levels  as  low  as 
2  parts  per  billion.  In  the  case  of  tissue  samples  containing  either  compound  at  levels  In 
excess  of  6  parts  per  billion,  an  approiwiate  dilution  with  glass-dtotllled  benzene  of  the  final 
scfiutlon  to  made  prior  to  gas  chranatography.  The  calculation  to  determine  parts  per  billion 
In  a  tissue  sample  to  shown  below: 


(Observed  reqwnse,  ng./ 10  mcl.)  (ConversKm  Constant)  (Dilution  factor.  If  needed) 


Weight  of  tissue  sample 


-=p.p.b. 
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^  ^  il  sample  aoluUon 

1  part  per  million  of  medroxyprogesterone  acetate=  —  - — -  :nr..^7n;  X ; 


100 


A  standard  solution  weight  sample 


Skellysolve  B.  Discard  these  washings. 
Elute  the  medroxyprogesterone  acetate 
with  75  milliliters  of  1:1  chloroform- 
Skellysolve  B.  Evaporate  the  effluent  to 
dryness.  Dissolve  the  residue  in  10  milli¬ 
liters  of  Skellysolve  B  saturated  with 
70  percent  methyl  alcohol  and  transfer 
to  a  125-inllliliter  separator.  Rinse  the 
container  with  a  second  10-milliliter 
portion  of  the  above  solvent  and  add  to 
the  separator.  Rinse  the  container  with 
20  milliliters  of  70  percent  methyl  alco- 
hold.  add  to  the  separator,  shake,  and 
allow  the  two  phases  to  separate.  Trans¬ 
fer  the  lower  layer  to  a  second  125-mllll- 
liter  separator  containing  20  milliliters 
of  Skellysolve  B  saturated  with  70  per¬ 
cent  methyl  alcohol.  Shake,  allow  the 
phases  to  separate,  and  transfer  the 
lower  layer  to  a  250-milllllter  beaker. 
Extract  the  two  separators  serially  with 
four  successive  20-milliliter  portions  of 
70  percent  methyl  alcohol,  and  add  the 
washings  to  the  beaker.  Evaporate  the 
combined  extracts  Just  to  dryness  on  a 
steam  bath.  IMssoIve  the  residue  in  2 
milliliters  of  1 : 1  methyl  alcohol-methyl¬ 
ene  chloride,  and  transfer  to  a  5-milli¬ 
liter  beaker.  Complete  the  transfer  with 
three  additional  2-milllliter  portions  of 
the  solvent  (evaporate  the  solvent  in  the 
5-mllllllter  beaker  between  addition  of 
washings).  Reduce  the  volume  to 
0.1  milliliter  in  preparation  for  paper 
chromatography. 

(il)  Paper  chromatographic  analysis — 
(a)  Apparatus.  A  descending  paper 
chromatographic  apparatus  designed  to 
use  a  series  of  strips;  Whatman  No.  1 
paper,  washed  overnight  with  95  percent 
ethyl  alcohol. 

(b)  Reagents — (1)  Immobile  solvent. 
Diethylene  glycol  monoethyl  ether. 

(2)  Mobile  solvent.  Diethylene  glycol 
monoethyl  ether-saturated  methylcyclo- 
hexane.  ^ 

(3)  Standard  solution.  Dissolve  a 
weighed  amount  of  medroxyprogester¬ 
one  acetate  standard  in  1:1  methyl 
alcohol-methylene  chloride,  and  dilute 
to  a  concentration  of  100  micrograms  per 
milliliter.  Saturate  a  sheet  of  washed 
chromatographic  paoer  with  dlethylene 
glycol  monoethyl  ether  and  remove  the 
excess  by  blotting  between  sheets  of  filter 
paper.  Transfer  the  total  sample  to  a  spot 
on  the  starting  line,  using  a  micro  pi¬ 
pette  Spot  a  100-microllter  portion  of  the 
standard  solution  in  the  same  manner. 
Place  pap)er  in  tank  and  develop  for  6 
hours.  Following  development,  air  dry 
the  papers  at  room  temperature  over 
night.  Locate  and  mark  the  zones  under 
ultraviolet  light.  Remove  the  zones,  cut 
into  small  pieces,  and  place  each  in  a  10- 
milllllter  beaker.  Add  5  milliliters  of  95 
percent  methyl  alcohol  to  each  beaker, 
cover,  and  heat  on  steam  batli  for  10 
minutes.  Cool  and  transfer  solutions  to 
10-mllllllter  volumetric  flasks.  Wash 
paper  residues  and  beakers  with  small 
amounts  of  95  percent  ethyl  alcohol  and 
use  washing  to  make  to  volume.  Deter¬ 
mine  the  absorbance  A,  of  sample  and 
standard  solutions  at  242  nui  relative  to 
an  ethyl  alcohol  blank,  using  matched 
1 -centimeter  cells. 


§  556.380  Mclengestrol  acetate. 

No  residues  of  melengestrol  acetate 
( 17  -hydroxy  -  6  -  methyl  - 16  -  methylene- 
pregna-4,6-diene-3,20-dione  acetate) 
may  be  found  in  uncooked  edible  tissues 
of  cattle  as  determined  by  the  following 
method  of  analysis; 

I.  Method  of  analytia — melengestrol  ace¬ 
tate.  A  gas-Uquld  chromatographic  (OLC) 
method  for  melengeetrol  acetate  (MOA)  In 
frozen  bovine  tluue  U  deacrlbed  which  re¬ 
moves,  through  several  partition  and  chro¬ 
matography  cleanup  steps,  most  Interfering 
materials  before  Injection  of  the  sample 
onto  the  column  for  detection.  MOA  Is  ex¬ 
tracted  from  lean  tissues  with  ethanol  and 
transferred.  aft«’  dilution  with  water,  Ihto 
chloroform.  MOA  In  fatty  tissues  Is  extracted 
with  hexane  and  transferred  first  Into  aque¬ 
ous  methanol,  then  Into  methylene  chloride. 
The  residue  from  either  extract,  after  evapo¬ 
ration  of  solvent.  Is  chromatographed  on 
silica  gel  to  remove  Upld  materials  using 
hexane  and  a  mixture  of  ethyl  ether-bensene. 
MOA  Is  eluted  with  ethyl  acetate.  The  res¬ 
idue,  after  evaporation,  is  dissolved  In  hexane 
and  transferred  first  into  aqueous  methanol 
and  then  Into  methylene  chloride.  The  dried 
residue  Is  transferred  to  aluminum  oxide  thin 
layer  chromatography  (TLC)  plates  which 
are  developed  In  a  bensene-chloroform- 
ethyl  acetate  system.  The  zone  containing 
MOA  la  removed  and  eluted  with  ethanoL 
The  ethanol  Is  evaporated  and  the  MOA  Is 
dissolved  Into  an  exact  voliune  of  chloroform. 
MOA  la  Injected  onto  a  8-peroent  QF-1  col- 
\unn  In  an  all-glass  system  and  quantitated 
by  peak  height  measurements  from  a  flame 
Ionization  detector. 

MOA  can  be  detected  at  a  level  of  36  parts 
per  billion  with  negligible  Interference  from 
tissues  or  reagents.  Observed  recovery  ± 
estimated  standard  deviation  at  36  parts  per 
billion  In  muscle.  Uver,  and  fat  Is  74.4  ±8.0 
percent. 

n.  Reagents.  All  solvents  must  be  OLC 
pure  when  processed  through  the  entire  pro¬ 
cedure  In  the  absence  of  tissue,  see  VII  Re¬ 
covery  study  below. 

A.  Air — 30  pounds  per  square  Inch  puri¬ 
fied  by  passage  through  a  Linde  Molecular 
Sieve,  type  4A,  tls-lnch  pellets  or  equivalent. 

B.  Aluminum  oxide  OP364.  Brinkman  In¬ 
struments,  or  equivalent 

C.  Benzene — Burdick  and  Jackson  Labora¬ 
tories,  DIstllled-ln-OIass  grade,  or  equivalent. 

D.  Chloroform — Burdick  and  Jackson  Lab¬ 
oratories,  Dlstllled-ln-Olass  grade,  or  equiva¬ 
lent. 

E.  Column  packing — 3-percent  QP-1  on 
Oas  Chrom  Q,  100-130  mesh  Applied  Science 
Laboratories,  Inc.,  or  equivalent. 

P  Dry  Ice.  • 

O.  Ethanol — absolute,  synthetic.  Oold 
Shield,  Commercial  Solvents  Corp.,  or  equiv¬ 
alent.  A  36-mllll11ter  portion  roto-evapo- 
rated  to  dryness,  taken  up  In  0.1  milliliter 
chloroform  and  10  mlcrollters  Injected  Into 
the  gas  chromatograph  should  show  no  con¬ 
taminants  Contaminated  alcohol  must  be 
redistilled  In  an  all-glass  system  and  retested. 

H.  Ethanol — 190  proof,  synthetic,  Oo)d 
Shield,  Commercial  ^Ivents  Corp.,  or  equiv¬ 
alent. 

1>  Ethyl  acetate — Burdick  and  Jackson 
Laboratories,  Dlstllled-ln-Olass  grade,  or 
equivalent. 

J.  Ethyl  ether — anhydrous,  Malllnckrodt 
AR,  1 -pound  can,  or  equivalent. 

K.  Glassware  cleaner — Haemo-Sol,  Scien¬ 
tific  Products,  or  equivalent. 

L.  Helium — 99.6  percent  minimum.  The 
Matheson  Co.,  or  equivalent. 


M.  Hexane — Burdick  and  Jackson  Labora¬ 
tories,  Dlstllled-ln-Olass  grade,  or  equivalent. 

N.  Hydrogen — 99.6  percent  minimum,  Ohio 
Chemical  Co.,  or  equivalent. 

or  Melengestrol  acetate — MOA  Standard, 
99.6  percent  purlty.The  Upjohn  Co. 

P.  Methanol — Burdick  and  Jackson  Lab¬ 
oratories,  Dlstllled-ln-Olass  grade,  or  equiva¬ 
lent. 

Q.  Methylene  chloride — Burdick  and  Jack- 
son  Laboratories,  Dlstllled-ln-Olass  grade,  or 
equivalent. 

R.  Nitrogen — filtered,  see  m-D  b^ow.  The 
Matheson  Co.,  or  equivalent. 

S.  Progesterone — ^The  Upjohn  Co.,  or  equiv¬ 
alent. 

T.  Silica  gel — ^for  chromatographic  col¬ 
umns,  60-300  mesh,  O.  Prederlek  Smith 
Chemical  Co.,  or  equivalent. 

U.  Sodium  sulfate — anhydrous,  Mallln- 
ckrodt  AR,  granular,  or  equivalent. 

V.  Water — double  distilled  In  glass  or  de¬ 
ionized. 

W.  Solvent  mixtures — ratios  by  volume: 

l.  10:1:1  benzene-chloroform -ethyl  ace¬ 
tate. 

3.  1:1  chloroform-methanol. 

3.  19:1  ethanol,  absolute-double  distilled 
water. 

4.  1:19  ethyl  ether-benzene. 

5.  Hexane  saturated  with  7:3  methanol- 
water. 

8.  7:3  methanol-water. 

7.  9:1  methanol-water. 

8.  Saturated  sodium  sulfate  solution, 
aqueous. 

m.  Special  apparatus.  A.  Adapters — ^34/40, 
No.  5236.  Ace  Olass,  Inc.,  or  equivalent. 

B.  Blender — Waring  Blender,  or  equivalent. 

C.  Chromatography  columns— glass  col¬ 
umns  38  (Inside  diameter)  x  600  millimeters, 
fitted  with  Teflon  stopcocks  and  medium 
porosity,  sintered  glass  disks,  Fisher  and 
Porter  374-100,  or  equivalent. 

D.  Filters — Koby  "Junior.”  air  prirlfler  and 
flow  equlllzer,  low  pressure.  The  Koby  CX>rp.. 
or  equivalent. 

E.  Flltrator — Fisher  Flltrator,  Fisher  Sden- 
tlflc  Co.,  or  equivalent. 

F.  Oas  chromatograph — Micro  Tek  330,  or 
F  and  M  402,  or  equivalent.  Instrument  must 
have  an  all-glass  on-column  Injection  sys¬ 
tem  and  a  flame  detector.  Electrometer  sen¬ 
sitivity  of  10-'*  amperes  and  recorder  sensi¬ 
tivity  of  1  millivolt. 

O.  Oas  chromatography  colxmms— use 
boroslllcate  glass  tubing,  0.3363  ±0  013  Inch 
outside  diameter  and  0.1 18  ±0.01  Inch  inside 
diameter,  Wilkens  Anderson  Co.,  or  equiva¬ 
lent.  Bend  3-foot  and  3-foot  pieces  of  tubing 
Into  the  proper  design  for  the  Instrument  to 
be  used.  Pack  the  columns  with  16  and  38 
inches,  respectively,  of  3-percent  QF-1  and 
plug  both  ends  with  0.6  centimeter  of  loosely 
packed,  sUanlzed  glass  wool.  Pack  far  enough 
from  the  ends  so  that  no  part  of  the  column 
packing  or  glass  wool  will  be  Inside  the 
heated  Injection  poi”  or  outlet  fitting.  Iiuwrt 
column  into  the  OLC  oven  and  condition 
with  carrier  gas  off  for  3  hours  at  340*  C.,  then 
at  320*  C.  overnight  with  the  carrier  gas  on 
at  a  rate  of  10  milliliters  per  minute. 

H.  Micronipettes — 5  and  36  mlcrollters, 
Mlcrocap  Disposable  Pipettes,  Drummond 
Scientific  Co.,  or  equivalent. 

I.  Micropipette — 500  mlcrollters.  Kirk  type, 
Mlcrochemlcal  Specialties  Co.,  or  equivalent. 

J.  Miniature  jet  evaporator — several  trans¬ 
fer  pipettes  (see  III-L  below)  connected 
through  a  manifold  to  a  nitrogen  supply. 

K.  Oven— 110*  C. 

L.  Pipettes — transfer  pipettes,  9-lnch  dis¬ 
posable  pipettes.  Scientific  Products,  or 
equivalent. 
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M.  Roto-evi^rator^four  to  six  smAll  size 
Rlnco  evaporators,  or  equivalent,  controlled 
with  4-mUllineter  bore  stopcocks  connected 
to  a  manlXold  which  leads  to  two  condensa¬ 
tion  traps  (1-2  liters)  connected  In  series  to 
a  vacuum  pump  of  140  liters  per  minute  free 
air  capacity.  The  traps  are  cooled  with  a  dry 
ice-solvent  mixture.  The  time  for  roto-evap- 
oratlon  of  200  milliliters  of  7:3  methaliol- 
water  Is  33-40  minutes.  Each  sample  In 
around-bottomed  Oask  Is  connected  with  two 
adapters  (see  m-A  above)  in  a  series  to  an 
evaporator  and  heated  In  a  thermostatically 
controlled  water  bath  at  45*  C. 

N.  Separatory  funnels — fitted  with  Teflon 
stopcocks,  125,  500,  and  2.(X)0  milliliters. 

O.  Shevky-Staflord  tubes — 6.6  milliliters, 
Arthur  H.  Thomas  Co.,  or  equivalent.  Must 
be  calibrated  at  the  0.100  milliliter  mark  to 
contain  0.100  ±0.002  milliliters. 

P.  Silanlzed  glass  wool — Applied  Science 
lisboratorles,  or  equivalent. 

Q.  Sintered  glass  Buchner  funnels— fine 
porosity  2.5  x  5.0  centimeters. 

R.  Syringe — 25-Mlerollter.  Hamilton  No. 
702,  Hamilton  Co..  Inc.,  or  equivalent. 

S.  Thin  layer  chrmnatography  equip¬ 
ment — spreader  suitable  for  preparing  flve 
plates.  0.75-milllmeter  thickness.  Glass  tanks 
for  developing  TLC  plates. 

T.  TLC  plates— 200  x  200  miUlmeters,  pre¬ 
pared  as  follows; 

1.  Place  5  platee  (200  x  200  mllllmetate) 
In  the  template,  wipe  the  surface  with  abso¬ 
lute  ethyl  alcohol  and  dry  with  Untless 
tissue. 

a.  TLC  plates  are  best  cleaned  by  Im¬ 
mersion  In  a  sonlc-osclllatlon  bath. 

b.  Hand  washing  la  not  recommended 
unless  absolutely  necesaary. 

2.  Adjust  the  spreader  for  0.75  millimeters. 

8.  Weigh  out  90  grams  of  aluminum  oxide 

and  place  In  a  clean,  dry  blender  Jar. 

a.  Add  140  milliliters  of  distilled  water  and 
blend  at  low  speed  for  30  seconds. 

b.  Remove  the  Jar  from  the  blender  and 
swirl  the  contents. 

e.  After  00  seconds  has  elapsed  from  the 
time  the  blender  was  turned  on.  pour  the 
slurry  Into  the  spreader  and  coat  the  five 
plates. 

d.  It  may  be  necessary  to  make  minor 
operational  changes  such  as  amount  of  water 
and  mixing  time  In  order  to  obtain  plates 
of  uniform  thickness  free  of  checks  and 
bubbles. 

1.  If  checks  or  cracks  appear,  decrease  the 
amount  of  water. 

IL  If  bubbles  iqipear,  decrease  blending 
time  or  speed. 

4.  Allow  the  plates  to  dry  2  days  or  longw 
at  room  temperature. 

a.  Plates  aged  2  to  4  weeks  show  leas 
tendency  to  flake  In  the  mobile  solvent 
syatems. 

b.  Plates  may  be  stored  on  the  bench  ex¬ 
posed  to  laboratory  air  If  It  can  be  demon¬ 
strated  that  no  air  contaminants  are  present 
as  shown  by  a  TLC  blank  run  through  the 
OLC  starting  with  procedure  step  V-09. 

5.  Activate  the  platee  for  1  hour  at  110*  C. 
In  a  hot  air  oven,  cool  30  minutes  In  labora¬ 
tory  air. 

a.  Use  plates  the  same  day  they  are  acti¬ 
vated. 

b.  Oven  should  be  free  of  contaminants 
that  may  be  absorbed  by  the  plates  as  shown 
by  a  TLC  blank  nm  through  the  GLC  start¬ 
ing  with  procedure  step  V-09. 

c.  Relative  hiunldity  of  40-60  percent  aids 
In  dissipating  the  static  charge  which  ap¬ 
pears  to  be  characteristic  of  hested  alumina 
plates.  Unless  this  charge  is  dissipated,  at¬ 
traction  of  alumina  for  the  spotting  pipette 
causes  disruption  of  the  surface. 

d.  If  humidity  conditions  cannot  be  met, 
longer  standing  will  sufllce  to  dissipate  the 
charge. 


6.  Scribe  the  TLC  plates  at  rl^t  angles  to 
the  direction  In  which  they  are  poured  In 
the  following  manner: 

a.  Remove  2  millimeters  alumina  from  ver¬ 
tical  edges  of  each  plate. 

b.  Scribe  the  rest  of  the  plate  with 
2-milllmeter  wide  lines  so  as  to  give  two 
80-mllllmeter  strips  and  one  20-mllllmeter 
vertical  strip  between  them. 

U.  Tissue  homogenlzer — Lourdes  tissue 
homogenlzer  with  3(X)-mllllliter  stainless 
steel  cups  fitted  with  silicone  rubber  gaskets. 
Do  not  use  any  lubricant.  Reduce  wear  be¬ 
tween  cup  head  and  shaft  bushings  with 
Teflon-flberglass  washers  made  from  Teflon 
tape  Impregnated  with  15  percent  glass,  0.015 
inch  thick,  Detroit  Ball  Bearing  Co.,  or 
equivalent. 

V.  Ultraviolet  lamp — Mlnerallght  Model 
2L-2537  (shCHtwave),  or  equivalent. 

W.  Vacuum  oven — 20-35*  C.,  20-30  milli¬ 
meters  mercury. 

X.  Volumetric  flasks — 1  milliliter. 

Y.  Vortex  mixer — Fisher  Mini-Shaker,  or 
equivalent. 

rv.  Standard  solutions.  A.  Stock  solution 
A— 6.00  milligrams  of  MQA  In  100  milliliters 
of  absolute  ethanol. 

B.  Stock  solution  B — dilute  6  milliliters  of 
stock  solution  A  to  200  mllllUters  with  abso¬ 
lute  ethanol. 

C.  Stock  solution  C — ^20  mllllgrama  of  MOA 
In  100  milliliters  of  absolute  ethanol. 

D.  Stock  solution  D — Dilute  5  mlllllitera 
stock  solution  C  to  100  milliliters  with 
chloroform. 

E.  Stock  solution  E — 10  milligrams  of  MQA 
and  10  milligrams  of  progesterone  In  10  milli¬ 
liters  of  absolute  ethanol. 

F.  Stock  solution  F — 10  milligrams  of  MQA 
In  10  milliliters  of  absolute  ethanol. 

V.  Procedure.  A.  Preparation  of  glassware. 
All  glassware  should  be  washed  in  detergent 
to  remove  contaminants  and  rinsed  in  water 
to  remove  traces  of  cleaning  agent.  Rinse 
with  solvents  before  using. 

B.  Preparation  of  sample: 

1.  Grind  the  fresh  tissue  In  a  meat  grinder 
and  stm-e  In  a  suitable  container  In  a  deep 
freeze. 

2.  Chiu  the  leg  bones  In  the  refrigerator 
for  84  hours,  saw  them  lengthwise  (commer¬ 
cial  meat  bandaaw).  remove  the  bone  mar¬ 
row,  and  place  In  the  deep  freeze. 

3.  Steam  the  tripe  for  5  minutes  and  strip 
off  the  muscle  layer  and  store  In  deep  freeze. 

C.  Extraction  procedure  for  muscle,  Uver, 
kidney,  and  tripe: 

1.  Clean  homogenlzer  by  disassembling 
mixer  heads  comoletely  and  soaking  In  deter- 
gant  with  the  cups.  Keep  all  parts  from  each 
mixer  head  separated  from  those  of  the  other 
assemblies.  Brush  all  parts  and  rinse 
thoroughly  with  tap  water  and  then  with 
distilled  water.  Let  dry  and  reassemble  the 
mixer  heads  without  using  a  lubricant. 

2.  Weigh  60  grains  of  the  partially  thawed 
tissue  Into  a  800-mlllillter  homogenizing  cun 
and  refreeze  t^e  unused  portion  Immedi¬ 
ately. 

8.  Add  175  mUllllters  of  100  proof  ethanol 
and  a  circle  of  Whatman  Alter  paper  No.  40, 
12.5  centimeters,  as  a  Alter  aid. 

4.  Homogenize  for  2  minutes  In  an  ice 
bath. 

5.  Filter  the  slurry  through  Whatman  Al¬ 
ter  paper  No.  40,  12.5  centimeters,  in  a  Buch¬ 
ner  funnel  Into  a  1-llter  Alter  flask  using  a 
vacuum  supply. 

6.  Wash  the  cut  with  20-25  milliliters  of 
190  proof  ethanol  using  a  wash  bottle  and 
Alter  the  washings  through  the  Buchner 
funnel. 

7.  Transfer  the  dry  Alter  cake  with  Its  fil¬ 
ter  paper  to  the  cup  and  add  175  milliliters  of 
100  proof  ethanol. 

8.  Homogenize  for  2  minutes  and  filter  the 
slurry. 


9.  Repeat  step  7,  but  this  time  homogenize 
the  dry  cake  without  Its  flltw  paper  for  2 
minutes  and  filter. 

10.  Mark  the  level  of  the  combined  alcohol 
eluates  In  the  1-llter  filter  flask  and  quanti¬ 
tatively  transfer  It  to  a  2-Uter  separatory 
funnel. 

11.  Add  water  to  the  marked  level;  add  100 
milliliters  of  water  and  20  milliliters  of  satu¬ 
rated  sodium  sulfate  solution  to  the  flask, 
mix,  and  transfer  the  mixture  to  the  sepcura- 
tory  funnel. 

12.  Add  100  milliliters  of  chloroform  and 
shake  the  separatory  funnel  vigorously  for  1 
minute. 

13.  Let  stand  for  30  minutes  or  imtll  com¬ 
plete  phase  separation  takes  place.  If  the 
chloroform  layer  Is  less  than  50  milliliters, 
add  25  milliliters  more  of  chloroform  and 
shake  again. 

14.  Drain  the  chloroform  phase  Into  a  1- 
llter  round-bottomed  flask. 

15.  Repeat  procedure  steps  V-12,  18.  and 
14  three  more  times. 

16.  Roto-evaporate  the  combined  chloro¬ 
form  extracts  and  remove  the  last  trace 
of  water  In  the  following  manner  avoiding 
violent  bubbling  during  roto-evaporatlon.  * 

a.  This  can  be  done  by  restricting  the 
vacuum  supply  by  partially  opening  the 
stopcock  slowly  or  by  starting  the  roto-evap- 
orator  with  the  round-bottomed  flask  out 
of  the  water  bath.  When  flask  la  cool  or 
shows'  frosting,  place  It  Into  water  bath. 

b.  To  the  flask  add  with  swirling  25 
milliliters  of  hexane  followed  by  25  milliliters 
of  absolute  ethanol. 

0.  Swirl  until  the  solids  and/or  oil  ate 
dissolved  or  suspended  In  the  solvents  and 
roto-evaporate. 

d.  Add  25  milliliters  of  absolute  ethanol 
and  roto-evaporate  until  15  minutes  after  the 
solvent  has  been  removed. 

17.  Close  the  stopcock  and  open  the  sys¬ 
tem  at  the  glass  Joint  between  the  two 
adapters. 

a.  This  prevents  back-flushing  of  contam¬ 
inants  from  the  roto-evaporator. 

b.  Stoppinff  place.  Leave  the  adapter  In 
place,  stopper,  and  store  In  refrigerator  or 
deep  freeze. 

c.  Storage  of  sample  In  the  solvent  should 
be  avoided. 

D.  Extraction  procedure  for  fat  and  bone 
marrow: 

1  Clean  homogenlzer  cups  and  heads, 
procedure  step  V-Cl;  weigh  samples  as  In 
procedure  step  V-03. 

2.  Add  150  milliliters  of  hexane  and  warm 
on  a  steam  bath  without  boiling. 

3.  Stir  the  solution  with  a  spatula  until 
the  fat  dissolves. 

4.  Filter  the  warm  solution  through  What¬ 
man  No  40  filter  paper.  126  centimeters.  Into 
a  1-llter  filter  flask. 

5.  Transfer  the  filter  cake,  including  filter 
paper,  to  the  cup  and  add  150  milliliters  of 
hexane. 

6.  Homogenize  for  2  minutes  In  an  Ice 
bath,  rewarm  the  cup,  and  filter  the  warm 
solution  Into  the  filter  flask. 

7.  Repeat  the  homogenization  and  extrac¬ 
tion  of  the  filter  cake  one  more  time. 

8.  Warm  the  filter  flask  until  the  solution 
Is  relatively  clear  and  transfer  the  warm 
hexane  solution  into  a  3-llter  separatory 
funnel. 

9.  Add  500  milliliters  of  hexane,  250  milli¬ 
liters  of  9:1  methanol- water,  and  shake 
vigorously  for  1  minute. 

10.  Let  stand  80  minutes  ai^  drain  the 
lower  phase  Into  a  2-llter  separatory  funnel. 
.  11.  Extract  with  three  350-mllllllters  por¬ 
tions  of  9:1  methanol-water  and  combine 
the  extracts. 

12.  To  the  combined  filtrates  In  the  3-llter 
separatory  funnel,  add  500  milliliters  of  water 
and  2  milliliters  of  saturated  sodium  sulfate 
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solution  to  glv«  58  to  60  peroent  aqueous 
methanol. 

18.  Shake  vlgoroxisly  for  1  minute  the 
aqueoxu  methanol  with  300  milliliters  of 
methylene  chloride.  If  the  phases  do  not 
separate  well,  add  2  milliliters  of  saturated 
sodium  sulfate  solution  and  shake  again. 

14.  Let  phases  stand  20  minutes  and  drain 
Into  a  1-llter  round-bottmned  flask. 

16.  Extract  with  three  successive  portions 
of  100  milliliters  of  methylene  chloride. 

16.  Roto>evaporate  the  combined  extracts 
as  In  procedure  step  V-C16. 

17.  Stopping  place,  heave  adapter  In  place, 
stopper,  and  store  In  the  refrigerator  or  deep 
freeae. 

B.  Defatting  on  silica  gel  coltimns:  1.  Pre¬ 
pare  silica  gel  column  as  follows: 

a.  Clean  the  column  with  50  mllllUters  of 
absolute  ethanol,  allowing  It  to  flow  through 
the  sintered  disk.  Aspirate  air  through  the 
column  until  dry. 

b.  Half  All  a  column  with  hexane,  slurry 
20  grams  silica  gel  In  hexane,  and  pour  It 
Into  the  column. 

O.  Rinse  the  sides  of  the  beaker  and  oed- 
umn  with  hexane. 

d.  Adjust  the  flow  rate  to  6-10  milliliters 
.  per  minute. 

e.  While  maintaining  at  least  18  centi¬ 
meters  of  solvent,  slowly  add  anhydrotis  so- 
dl\im  sulfate  to  a  depth  of  3  centimeters. 
The  sodium  sulfate  layer  should  be  free  of 
air  bubbles  and  should  not  disrupt  the  silica 
gel  surface. 

2.  TSke  residue  from  procedure  stepe 
V-C17b  and  V-D17.  Remove  and  rinse 
adapter  with  stopper  In  place  as  follows: 

a.  Invert  and  pour  20  milliliters  of  hexane 
Into  the  adapter  and  swirl. 

b.  Pour  the  contents  onto  the  residue. 

c.  Rinse  the  adapter  twice  with  hexane 
using  a  wash  bottle  and  transfer  the  wash¬ 
ings  to  the  residue. 

3.  Swirl  and  transfer  the  hexane  solution 
to  the  silica  gel  column. 

4.  Allow  the  solution  to  be  completely  ab¬ 
sorbed  into  the  column,  but  do  not  allow 
the  column  to  go  to  dryness. 

5.  Maintain  a  flow  rate  of  8-10  milliliters 
per  minute. 

6.  Rinse  the  round-bottomed  flask  twice 
with  lO-miUlllter  portions  of  hexane  and 
transfer  to  the  column. 

7.  Wash  the  column  with  the  following 
solvents,  discarding  the  effluents: 

a.  Rinse  the  round-bottomed  flask  with  76 
milliliters  of  hexane  and  pour  onto  the 
column. 

b.  860  mlliniters  of  1:10  ethyl  ether- 
benzene  (prepared  dally  from  fresh  ether, 
do  not  reuse  opened  cans). 

8.  Elute  MOA  fraction  with  350  milliliters 
of  ethyl  acetate  Into  a  1-llter  roimd-bot- 
tomed  flask  and  roto-evaporate  off  the 
solvent. 

a.  Discard  the  adapters. 

b.  Stopping  place.  Stopper  and  store  In 
refrigerator  or  deep  freeze. 

P.  Solvent  partition:  1.  Transfer  the  resi¬ 
due  to  a  125-mllllllter  separatory  fuimel  us¬ 
ing  two  20-mllllllter  portions  of  hexane 
saturated  with  7:3  methanol-water. 

2.  Extract  the  hexane  phase  with  40  milli¬ 
liters  of  7:8  methanol-water,  first  rinsing 
the  round-bottomed  flask  with  the  aqueous 
methanol. 

a.  Shake  the  funnel  vlgoroiuly  for  1  min¬ 
ute;  let  the  phases  separate  at  least  1  hour. 

b.  Drain  the  lower  phases  into  a  600-mllll- 
llter  separatory  funnel  containing  50  milli¬ 
liters  of  methylene  chloride.  80  milliliters  of 
water,  and  0.5  milliliter  of  saturated  sodium 
sulfate  solution. 
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3.  Repeat  step  2  four  more  times  combin¬ 
ing  all  extracts  In  the  500-mlllUlter  separa¬ 
tory  funnel. 

4.  Stopper  the  500-mllllllter  separatory 
funnel.  Invert  carefully,  and  vent  Immedi¬ 
ately.  Shake  the  funnel  cautiously,  venting 
frequently.  When  all  pressure  subsides, 
shake  the  fimnel  vigorously  for  1  minute, 
wait  20-30  minutes,  and  drain  the  lower 
phase  Into  a  500-mllllllter  round-bottomed 
flask.  This  precaution  does  not  apply  to  the 
subsequent  shakings. 

5.  Extract  with  three  more  60-milllllter 
portions  of  methylene  chloride,  each  time 
draining  the  lower  phase  Into  the  flask. 

6.  Roto-evaporate  the  combined  extracts 
until  all  the  solvent  has  been  removed. 
Stopping  place.  Stopper  and  store  in  refrig¬ 
erator  or  deep  freeze. 

O.  Thin  layer  chromatography.  1.  Transfer 
the  residue  to  a  1 -milliliter  volumetric  flask 
using  five  2-mlllillter  portions  of  1 :  1  chloro¬ 
form-methanol. 

a.  A  1-mllllllter  volumetric  flask  holds  over 
2  mlUlllters. 

b.  After  each  transfer,  place  the  1 -milli¬ 
liter  flask  In  a  water  bath  at  35-40*  C.  and 
evaporate  the  solvents  on  the  miniature  jet 
evaporator,  see  apparatus  m-J. 

'c.  Evaporate  the  last  portion  under  nitro¬ 
gen  to  Just  below  the  1-mllllllter  mark. 

d.  Label  this  flask  "A** 

e.  Bring  the  volume  back  to  the  1-mllll¬ 
llter  mark,  stopper,  and  mix. 

2.  Accurately  transfer  500  mlcrollters  from 
flask  “A"  Into  another  1-mllllllter  volumet¬ 
ric  flask  and  evaporate  to  dryness  under 
nitrogen. 

a.  Label  thU  flask  “B”. 

b.  This  will  ultimately  be  the  portion  of 
the  split  sample  that  Is  assayed  by  OLC. 

3.  Add  25  mlcrollters  of  stock  solution  F 
to  volumetric  flask  "A”  and  evaporate  the 
solvents  under  nitrogen. 

a.  This  half  will  be  used  to  locate  the 
MOA  area  on  the  plate 

b.  All  samples  are  split  and  fortified  as 
described  above  In  proc^ure  steps  V-a2  and 
V-03. 

c.  Stopping  place.  Stopper  and  store  In 
refrigerator  or  deep  freeze. 

4.  To  the  residue  In  flasks  "A**  and  "B”, 
add  16-12  drops  of  1:  1  cbloroform-metha- 
noL 

6.  Apply  the  entire  sample  In  flask  "A” 
across  the  entire  80-mllllmeter  band  3  centi¬ 
meters  from  the  bottom  of  the  plate.  . 

a.  Apply  the  sample  In  10-  to  20-mlcrollter 
portions  using  a  25-mlcrollter  pipette.  Apply 
the  residue  as  a  band  10  to  16  millimeters 
wide  and  80  millimeters  long.  Flow  the  solu¬ 
tion  onto  the  plate  as  rapidly  as  possible 
with  no  forced  drying. 

b.  Label  this  side  of  the  plate  “A”. 

6.  Rinse  the  flask  with  10  drops  of  1:  1 
chloroform-methanol  and  apply  to  the  same 
streaked  area  as  soon  as  possible. 

7.  Repeat  once  more  with  6  drops. 

8.  Place  sample  "B”  on  the  other  80-mllll¬ 
meter  strip  in  a  similar  manner  as  In  pro- 
cedfire  step  V-O  6,  6,  and  7,  and  label  this 
side  of  the  plate  “B” 

9.  Spot  5  mlcrollters  of  stock  solution  E 
on  the  20-mllllmeter  strip. 

10.  Allow  the  plate  to  dry  for  16  minutes 
at  room  temperatiire. 

11.  Place  the  plate  In  a  tank  containing 
fresh  1:  1  chloroform-methanol.  Saturation 
of  tank  atmosphere  is  not  necessary. 

12.  Remove  the  plate  from  the  tank  when 
the  solvent  front  has  moved  5  centimeters 
from  the  bottom  of  the  plate.  MOA  and  slm- 
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liar  substances  concentrate  as  a  narrow  band 
at  the  solvent  front. 

13.  Remove  and  air  dry  the  plate  in  a 
horizontal  position  on  a  cork  ring  for  all 
subsequent  plate-drying  steps. 

14.  Dry  for  15  minutes  at  room  tempera¬ 
ture  and  for  another  16  minutes  In  a  vac¬ 
uum  oven. 

16.  Place  the  plate  In  a  tank  containing 
fresh  10:1:1  benzene-chloroform-ethyl  ace¬ 
tate.  Satiu-ation  of  tank  atmosphere  Is 
unnecessary. 

16.  Allow  the  solvent  to  rise  17  centimeters 
from  the  botom  of  the  plate. 

17.  Determine  the  position  of  MOA  on  the 
plate  In  section  A  with  UV  radiation  refer¬ 
ring  to  the  lower  spot  In  the  center  section. 
MOA  will  be  below  progesterone. 

18.  Scribe  horizontal  lines  on  section  B 
above  and  below  the  MOA  area  using  section 
A  as  a  guide  to  determine  the  width  of  the 
band  to  be  removed.  Do  not  disturb  section 
A. 

19.  Wash  a  sintered  glass  funnel  with 
chloroform,  hexane,  and  alcohol  using  a 
vacuum  supply. 

20.  Scrape  the  MOA  zone  with  a  clean  ra¬ 
zor  blade  onto  a  piece  of  weighing  paper  and 
transfer  the  scrapings  to  the  sintered  glass 
funnel. 

a.  Do  not  rinse  the  weighing  paper  with 
alcohol. 

b.  Clean  razor  blade  with  hexane  before 
and  after  each  sample. 

21.  Add  four  5-mllllliter  portions  of  19:1 
ethanol-water,  stir  with  a  glass  rod,  let  stand 
5  rnmutes.  and  Alter  with  vacuum  Into  a 
60-mllllllter  round-bottomed  flask  using  a 
flltrator. 

22.  Roto-evaporate  the  combined  filtrates. 
Stopping  place.  Stopper  and  store  In  a  re¬ 
frigerator  or  deep  freeze. 

H.  Oas  liquid  chromatography: 

I.  Transfer  the  residue  from  the  round- 
bottomed  flask  to  a  Shevky-Stafford  tube 
with  four  1 -minuter  portions  of  chlorofcwm 

2.  Place  the  tubes  Into  a  water  bath  (85- 
40*  C.)  and  evaporate  the  solvent  with  a 
gentle  stream  of  nitrogen,  using  the  minia¬ 
ture  Jet  evaporator. 

3.  Rinse  the  sides  down  with  approximately 
1  milliliter  of  choloroform  and  once  again 
evaporate  the  solvent. 

4.  Remove  the  tube  from  the  evaporator  as 
soon  as  possible  after  solvent  has  been  re¬ 
moved. 

6.  Bring  the  volume  up  to  the  0.1  milli¬ 
liter  nuirk  with  chloroform  and  swirl  with  a 
vortex  mixer. 

6.  On  a  2-foot  conditioned  column,  ad¬ 
just  the  gas  flow  and  oven  temperature  to 
give  a  10-15  minute  retention  time  and  ad¬ 
just  attenuation  to  give  a  peak  height  of 
20-36  millimeters  for  0.1  micrograms  of  MOA. 

a.  Suggested  parameters  are:  Oven  tem¬ 
perature,  210*-226*  O;  detector  temperatiire, 
275*-380*  C;  Inlet  temperature,  255*  C;  car¬ 
rier  gas  flow  for  helium.  60-120  milliliters  per 
minute,  for  hydrogen.  40-60  milliliters  per 
minute,  for  air.  300  milliliters  per  minute; 
chart  speed.  0.25-0.8  Inch  per  minute. 

b.  Do  not  exceed  an  oven  temperature 
of  230*  C. 

7.  Inject  10  mlcrollters  of  stock  solution  D 
and  measure  the  peak  height  in  millimeters. 

8.  Inject  10  mlcrollters  of  the  sample  and 
measure  the  peak  height  in  milliliters. 

9.  For  fat  samples  or  problem  samples  use 
the  3-foot  column  providing  a  longer  reten¬ 
tion  time  of  16-20  minutes. 

VI.  Calculationa.  Calculate  the  parts  per 
billion  MOA  by  the  following  formula: 


Peak  height  of  unknown 
Parts  per  bllllon^p^ 
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RULES  AND  REGULATIONS 


vn.  Recovery  study.  A.  Fortification  ot 
reagent  blank: 

1.  For  thoee  using  this  method  for  the 
first  time  either  tar  recovery  study  or  tissue 
assay,  a  solvent  blank  and  solvent  fortified 
with  MOA  should  be  processed  through  the 
entire  procedure.  This  preliminary  operation 
will  establish  whether  or  not  the  procedure 
Is  free  from  contamination  arising  from  sol* 
vents  and  glassware  and  demonstrate  the 
level  of  recovery  of  standard  MOA.  Level  of 
recovery  should  be  In  the  same  range  as  the 
samples. 

2.  Place  ITS  milliliters  of  190  proof  ethanol 
Into  the  homogenlzer. 

3.  To  another  178  milliliters  of  190  proof 
ethanol  In  a  homogenlzer  cup  add  1  milliliter 
of  stock  solution  B. 

4.  Assay  both  samples  as  described  In  the 
procedure  begitmlng  with  the  extraction  step 
V-04. 

B.  Fortification  of  the  samples: 

1.  Weigh  60-gram  portions  of  the  un¬ 
fortified  tissue  into  hcnnogenlzer  cups  and 
set  half  of  them  aside  to  serve  as  tissue 
blanks. 

3.  Add  to  the  remaining  samples  1  milli¬ 
liter  of  stock  solution  B  to  serve  as  fortified 
samples  to  which  35  parts  per  billion  have 
been  added. 

5.  Assay  both  fortified  and  unfortified 
tissue  as  described  In  the  procedure  section 
beginning  with  the  extraction  step  V-C3  or 
the  extraction  step  '  V-Da,  whichever  Is 
appropriate. 

§  556.390  Methylpaniben. 

A  tolerance  of  zero  Is  established  for 
residues  of  methylparaben.m  milk  frcnn 
dairy  animals. 

§  556.400  Methylprednisolone. 

A  tolerance  is  established  for  negligible 
residues  of  methylprednisolone  in  milk 
at  10  parts  per  billion. 

§  556.410  Metoserpate  hydrochloride. 

A  tolerance  of  0.02  part  per  million  is 
'  esftablished  for  neglijgrlble  residues  of 
metoserpate  hydrochloride  (methyl -o- 
methyl-lS-epireserpate  hydrochloride) 
in  uncooked  edible  tissues  of  chickens. 

§  556.420  Monensin. 

A  tolerance  of  0.05  part  per  million  is 
established  for  negligible  residues  of 
monensin.  in  the  edible  tissues  of 
chickens. 

§  556.430  Neomycin. 

Tolerances  are  established  for  resi¬ 
dues  of  neomycin  in  food  as  follows: 
0.25  part  per  million  (negligible  residue) 
In  edible  tissues  of  calves;  and  0.15  part 
per  million  (negligible  residue)  in  milk. 

§  556.440  Nequinate. 

A  tolerance  of  0.1  part  per  million  Is 
established  for  negligible  residues  of 
nequinate  in  the  imcooked  edible  tissues 
of  chickens. 

§  556.450  Nihydrazone. 

A  tolerance  of  zero  is  established  for 
residues  of  nihydrazone  (5-nitro-2-fur- 
aldehyde  acetylhydrazone)  in  the  un¬ 
cooked  edible  tissues  and  eggs  of 
chickens. 

§  556.460  Novobiocin. 

A  tolerance  of  zero  is  established  for 
residues  of  novobiocin  in  milk  frcHn  dairy 
animals,  in  eggs,  and  in  the  uncooked 
edible  tissues  of  chickens  and  tuikeys. 


§  556.470  Nystatin. 

A  tolerance  of  zero  is  established  for 
residues  of  nystatin  in  or  on  eggs  and  the 
uncooked  edible  tissues  of  swine  and 
poultry. 

§  556.480  Oleandomycin. 

Tolerances  are  established  for  negli¬ 
gible  residues  of  oleandcnnycin  in  un¬ 
cooked  edible  tissues  of  chickens,  tur¬ 
keys,  and  swine  at  0.15  part  per  million. 

§  556.490  Ormetoprim. 

A  tolerance  of  0.1  part  per  million  Is 
established  for  negligible  residues  of 
ormetoprim  in  the  edible  tissues  of 
chickens  and  turkeys. 

§  556.500  Oxy tetracycline. 

Tolerances  are  established  for  residues 
of  oxytetracycline  in  food  as  follows; 

(a)  In  edible  tissues  of  chickens  and 
turkeys: 

(1)  3  parts  per  million  in  uncooked 
kidney. 

(2)  1  part  per  million  in  uncooked 
muscle,  liver,  fat,  and  skin. 

(b)  0.1  part  per  million  in  imcooked 
edible  tissues  of  swine. 

(c)  0.1  part  per  million  in  uncooked 
ellble  tissues  of  cattle,  beef  calves,  non- 
lactating  dairy  cattle  and  dairy  calves. 

(d)  A  tolerance  of  0.1  ptul;  per  mil¬ 
lion  is  established  for  negligible  residues 
ot  oxytetracycline  in  uncooked  edible  tis¬ 
sues  of  salmonids  and  catfish. 

§  556.510  Penicillin. 

Tolerances  are  established  for  residues 
of  penicillin  and  the  salts  of  penicillin  in 
food  as  follows; 

(a)  0.05  part  per  million  (negligible 
residue)  in  the  uncooked  edible  tissues  of 
cattle. 

(b)  Zero  in  the  imcooked  edible  tissues 
of  chickens,- pheasants,  quail,  and  swine; 
in  eggs;  and  in  milk  or  in  any  processed 
food  in  which  such  milk  has  b^n  used. 

(c)  0.01  part  per  million  in  the  un¬ 
cooked  edible  tissues  of  turkeys. 

§  556.520  Prednisolone. 

A  tolerance  of  zero  is  established  for 
residues  of  prednisolone  in  milk  from 
dairy  animals. 

§  556.530  Prednisone. 

A  tolerance  of  zero  is  established  for 
residues  of  prednisone  in  milk  from  dairy 
animals. 

§  556.540  Progesterone. 

(a)  No  residue  of  progesterone  may 
be  found  in  the  uncooked  edible  tissues 
of  lambs  and  steers. 

(b)  The  method  of  examination  pre¬ 
scribed  for  the  quantitative  determina¬ 
tion  of  progesterone  is  as  follows:  Pre¬ 
pare  an  extractive  of  the  tissues  as  de¬ 
scribed  in  this  paragraph,  and  bioassay 
the  extractive  in  a  vegetable  oil  vehicle 
by  the  method  of  Hooker  and  Forbes, 
published  in  “Endocrinology,”  volume  41, 
page  158  (1947).^ 


'Copies  may  be  obtained  from:  Yale  Uni¬ 
versity,  Department  of  Anatomy,  New  Haven, 
CT  06620. 


(1)  Extraction  procedure  for  liver, 
lean  meat,  and  kidney  tissue: 

(1)  Extract  1  kilogram  of  finely  minced 
tissue  with  20  volumes  of  a  mixture  of 
chloroform: methyl  alcohol:  :2:1  in  a 
tissue  homogenized. 

(ii)  Separate  the  insoluble  material  by 
filtration  with  suction  and  reextract  with 
two  volumes  of  the  chloroform-methyl 
alcohol  mixture. 

(iii)  Again  separate  the  insoluble  ma¬ 
terial,  and  extract  it  with  one-fifth 
volume  of  water.  Separate  the  water 
from  the  Insoluble  material,  and  extract 
the  water  two  times  with  two  v(^umes 
of  chloroform. 

(iv)  Combine  the  chloroform-methyl 
alcohol  and  the  chloroform  extractives 
from  paragraph  (b)(1)  (1),  (ii),  and 
(iU)  of  this  section  and  evaporate  to  dry¬ 
ness  in  vacuum  under  a  stream  of  nitro¬ 
gen.  Redissolve  the  residue  in  chloro¬ 
form-methyl  alcohol  mixture,  separate 
any  insoluble  protein,  and  again  evap¬ 
orate  to  dryness  in  vacuum  under  a 
stream  of  nitrogen. 

(V)  Dissolve  the  residue  from  p>ara- 
graph  (b)(1)  (iv)  of  this  section  in  three 
volumes  of  petroleum  ether,  and  extract 
four  times  with  equal  volumes  of  fresh 
portions  of  70  percoit  methyl  alcohol  in 
water.  Combine  the  70  percent  methyl 
alcohol  extractives,  and  wash  the  methyl 
alcohol  solution  with  one-fourth  volume 
of  petroleum  ether.  Discard  the  petro- 
leuip  ether. 

(vi)  Concentrate  the  aqueous  methyl 
alcohid  solution  from  paragrai^  (b)(1) 

(v)  of  this  section  under  vacuum  to  re¬ 
move  the  methyl  alcohol,  and  extract  the 
aqueous  solution  four  times  with  equal 
volumes  of  ethyl  ether. 

(vii)  Combine  the  ethyl  ether  extrac¬ 
tives,  and  evaporate  to  dryness.  The 
residue  is  dissolved  in  a  suitable  amount 
of  solvent  for  bioassay. 

(2)  Extraction  procedure  for  fatty 
tissue: 

(i)  Extract  1  kilogram  of  finely 
minced  tissue  two  times  with  five  volumes 
of  a  mixture  of  hexane :  benzene : :  1 : 1  and 
one  time  with  one  voliune  of  the  same 
solvent. 

(ii)  Combine  hexane-benzene  extrac¬ 
tives  and  evaporate  to  drsmess. 

(iii)  Dissolve  the  residue  from  subdi¬ 
vision  (ii)  of  this  subparagraph  in  12 
liters  of  petroleum  ether  and  extract  five 
times  with  >4 -liter  of  70  percent  ethyl 
alcohol  in  water.  Combine  the  70  per¬ 
cent  ethyl  alcohol  extractive,  and  con¬ 
centrate  by  evaporation  to  remove  most 
of  the  ethyl  alcohol.  Discard  the  petro¬ 
leum  ether. 

(iv)  Extract  the  aqueous  solution  from 
paragraph  (b)(1)  (iii)  of  this  section 
four  times  with  one-half  volume  of  ethyl 
ether. 

(V)  Combine  the  ethyl  ether  extracts 
and  evaporate  to  dryness.  The  residue 
is  dissolved  in  a  suitable  amount  of  sol* 
vent  for  bioassay. 

§  556.550  Propylparaben. 

A  tolerance  of  zero  is  established  for 
residues  of  propylparaben  in  milk  from 
dairy  animals. 
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§  556.560  Pyrantel  tartrate. 

Tolerances  are  established  for  residues 
of  pyrantel  tfui:rate  in  edible  tissues  of 
swine  as  follows: 

(a)  10  parts  per  million  in  liver  and 
kidney. 

(b)  1  part  per  million  in  muscle. 

§  556.570  Reserpine. 

A  tolerance  of  zero  is  established  for 
residues  of  reserpine  and  its  metabolites 
In  or  on  the  uncooked  edible  tissues  and 
eggs  of  turkeys. 

§  556.580  Robenidine  hydrochloride. 

Tolerances  are  established  for  resi¬ 
dues  of  robenidine  hydrochloride  in  edi¬ 
ble  tissues  of  chickens  as  follows: 

0.2  part  per  million  in  skin  and  fat. 
0.1  part  per  million  (negligible  resi¬ 
due)  in  edible  tissues  other  than  skin  and 
fat. 

§  556.590  Salicylic  acid. 

A  tolerance  of  zero  is  established  for 
residues  of  salicylic  acid  in  milk  from 
dairy  animals. 

§  556.600  Spectinomycin. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of 
spectinomycin  in  the  uncooked  edible 
tissues  of  chickens. 

§  556.610  Streptomycin. 

A  tolerance  of  zero  is  established  for 
residues  of  streptomycin  in  the  uncooked 
edible  tissues  of  chickens,  turkeys,  and 
swine^  and  in  eggs. 

§  556.625  Sodium  sulfachloropyrazine 
monohydrate. 

A  tolerance  of  zero  is  established  for 
residues  of  sodium  sulfachloropyrazine 
monohydrate  in  the  uncooked  edible  tis¬ 
sues  of  chickens. 

§  556.630  Sulfachlorpyridazine. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of 
sulfachlorpyridazine  in  imcooked  edible 
tissues  of  calves  and  swine. 

§  556.640  Sulfadimethoxine. 

Tolerances  are  established  for  resi¬ 
dues  of  sulfadimethoxine  in  edible  prod¬ 
ucts  of  animals  as  follows: 

(a)  In  the  uncooked  edible  tissues  of 
chickens,  ttukeys,  and  cattle  at  0.1  part 
per  million  (negligible  residue). 

(b)  In  milk  at  0.01  part  per  million 
(negligible  residue) . 

§  556.650  Sulfaethoxypyridazine. 

Tolerances  for  residues  of  sulfa¬ 
ethoxypyridazine  in  food  are  established 
as  follows: 

(a)  Zero  in  the  uncooked  edible  tissues 
of  swine  and  in  milk. 

(b)  0.1  part  per  million  (negligible  res¬ 
idue)  in  imcooked  edible  tissues  of  cat¬ 
tle. 

§  556.660  Sulfamerazine. 

A  tolerance  of  zero  is  established  for 
residues  of  sulfamerazine  (N*-[4-methyl- 
2-pyrlmldlnyllsulfanilamlde)  in  the  un¬ 
cooked  edible  tissues  of  trout. 


§  556.670  Sulfamethazine. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of  sul¬ 
famethazine  in  the  uncooked  edible 
tissues  of  cattle  and  swine. 

§  556.680  Sulfanitran. 

A  tolerance  of  zero  is  established  for 
residues  of  sulfanitran  ( acetyl  (p-nitro- 
phenyl)  sulfanilamide)  and  its  metabo¬ 
lites  in  the  uncooked  edible  tissues  of 
chickens. 

§  556.690  Sulfathiazole. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of  sul¬ 
fathiazole  in  the  uncooked  edible  tis¬ 
sues  of  swine. 

§  556.700  Sulfomyxin. 

A  tolerance  of  zero  is  established  for 
residues  of  sulfomyxin  (N-sulfomethyl- 
polymyxln  B  sodium  salt)  in  uncooked 
edible  tissues  from  chickens  and  turkeys. 

§  556.708  Testosterone. 

(a)  No  residues  of  testosterone  may  be 
found  in  the  uncooked  edible  tissues  of 
beef  cattle. 

(b)  The  method  of  examination  pre¬ 
scribed  for  the  quantitative  determina¬ 
tion  of  testosterone  is  as  follows:  Prepare 
an  extract  of  the  tissues  as  described  in 
§556.540  (1)  and  (2)  and  bioassay 
the  extractive  in  an  etiiyl  alcohol  vehicle 
by  inunction  of  the  day-old  chick’s  comb 
by  the  method  published  in  “Methods  in 
Hormone  Research,”  New  York,  Aca¬ 
demic  Press,  volume  n,  page  286  (1962) 

§  556.710  Testosteronr  propionhtr. 

(a)  No  residues  of  testosterone  pro¬ 
pionate  may  be  found  in  the  uncooked 
edible  tissues  Of  heifers. 

(b)  The  method  of  examination  pre¬ 
scribed  for  the  quantitative  determina¬ 
tion  of  testosterone  propionate  is  as  fol¬ 
lows:  Prepare  an  extract  of  the  tissues  as 
described  in  §  556.540(b)  (1)  and  (2) 
and  biocuisay  the  extractive  in  an  ethyl 
alcohol  vehicle  by  inunction  on  the  day- 
old  chick’s  comb  by  the  method  published 
in  “Methods  in  Hormone  Research,”  New 
York,  Academic  Press,  volume  n,  page 
286  (1962).' 

§  556.720  Tetracycline. 

A  tolerance  of  0.25  part  per  million  Is 
established*  for  negligible  residues  of 
tetracycline  in  uncooked  edible  tissues  of 
calves,  swine,  sheep,  chickens,  and 
turkeys. 

§  556.730  Thiabendazole. 

Tolerances  are  established  at  0.1  part 
per  million  for  negligible  residues  of  thia¬ 
bendazole  in  uncooked  edible  tissues  of 
cattle,  goats,  sheep,  and  swine,  and  at 
0.05  part  per  million  for  negligible  resi¬ 
dues  in  milk. 

§  556.740  Tylosin. 

Tolerances  are  established  for  residues 
of  tylosin  in  edible  products  of  animals 
as  follows: 


^Copies  may  be  obtained  flrom:  Academic 
Frees  Inc.,  HI  Fifth  Ave.,  New  York,  N.T. 
10003. 


(a)  In  chickens  and  turkeys:  0.2  part 
per  million  (negligible  residue)  in  im¬ 
cooked  fat,  muscle,  liver,  and  kidney. 

(b)  In  cattle:  0.2  part  per  million 
(negligible  residue)  in  uncooked  fat, 
muscle,  liver,  and  kidney. 

(c)  In  swine:  0.2  part  per  milllcm 
(negligible  residue)  in  uncooked  fat, 
muscle,  liver,  and  kidney. 

(d)  In  milk:  0.05  part  per  million 
(negligible  residue) . 

(e)  In  eggs:  0.2  part  per  million  (neg¬ 
ligible  residue) . 

§  556.750  Virginiamyem. 

A  tolerance  of  0.1  part  per  million  is 
established  for  negligible  residues  of  vir- 
ginlamycin  in  the  edible  tissues  of  swine. 

§  556.760  Zeranol. 

No  residues  of  zeranol  (6-(6,10-dih3r- 
droxyundecyl-/3-resorcylic  add-a-lac- 
tone  may  be  found  in  the  uncooked 
edible  tissues  of  cattle  and  sheep  as 
determined  by  the  following  method  of 
analysis: 

I.  ICrbod  or  Analtssb — Zzumol 

A  gM  chromatographic  method  for  the  de¬ 
termination  of  the  dnig  In  froam  beef  tla- 
suee  la  deeerlbed.  Tlaeue  U  froeen  and  stored 
In  a  deep  freezer  untU  ready  for  examination. 
A  weighed  portion  of  wet  tlaeue  (with  ex¬ 
ertion  of  fat)  la  homogenized  and  lyophll- 
Ized  to  dry  solid.  The  drug  la  recovered  tnxn 
dry  tissue  by  an  extraction  with  methanol 
in  a  Soxhlet  extractor.  The  methanol  extract 
Is  digested  In  the  preeenoe  of  hydroohlorlc 
add  to  hydrolyze  conjugates  should  any  be 
present.  Elimination  of  Impurities  is  brought 
about  by  liquid  partition  transfer  sucoea- 
slvely  to  chlc^form  to  IN  sodium  hydroxide, 
to  carbon  tetrachloride,  to  IN  sodium  hy¬ 
droxide,  to  eUiyl  ether,  and,  flnaUy,  to  a  dej 
residue.  ’The  residue  Is  reacted  with  a  silane 
mixture  to  create  a  volatile  derivative  which 
le  quantitated  by  peak  area  measurements 
from  a  flame  ionization  detector.  The  drug 
can  be  detected  at  a  level  of  ao  parts  par 
billion  with  negligible  Interference  from  tla- 
sues  cr  reagents. 

XL  Rxaoznts 

A.  Carbon  tetrachloride,  NJf..  Fisher  Sd- 
entlfle  0-186,  or  equivalent. 

B.  Chloroform,  NP.,  Fisher  Sdentlflo  O- 
286,  or  equivalent. 

C.  Chromatograph  gases,  flow  rates  ad¬ 
justed  to  maximize  sensitivity  for  specific 
chromatograph. 

1.  Carrier  gas,  conventional  tank  helium. 

2.  Flame  makeup  gas. 

a.  Oxygen,  conventional  tank  oxygen. 

b.  Hydrog^  Unde  high  purity,  or  equiv¬ 
alent. 

D.  Column  packing,  3  percent  QB  SB-63 
(Applied  Science  Laboratories)  on  P.B.  Ce¬ 
nts  60-80  mesh  (Johns  Manvllle  Product  No. 
154-0048),  or  equivalent. 

E.  Ether,  anhydrous,  Fisher  Scientific 
E-138,  or  equivalent. 

F.  Hexamethyldlsllazane,  Dow-Comlng, 
Peninsular,  or  equivalent. 

O.  Hydrochloric  add,  analytical  reagent 
grade. 

H.  Methanol,  certlfled  A.CB..  spectrana- 
lyzed,  Fisher  Scientlflc  A-408,  or  equivalent. 

I.  Phosphoric  add.  analytical  reagent 
grade. 

J.  Pyridine,  anhydroiu,  A.CB.  reagent 
grade. 

K.  Sllatlng  reagent  mixture:  Plpet  8  mil¬ 
liliters  each  of  pyridine  and  hexamethyl- 
disUazane  and  4  mlUlUtera  of  trlmethyl- 
dilorosllane  Into  a  clean  glaas  vial  with  a 
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polyvtlijlene  cftp  And  mix  thoroughly.  Let 
sta^  overnight  and  decant  supernatant  liq¬ 
uid  into  a  vial.  Cap  and  store  at  room 
temperature  for  dally  use.  If  kept  dry.  the 
reagent  Is  stable  for  more  than  a  month. 
wi».ntai  are  scanned  by  gas  chromatography 
on  each  new  bottle  of  J.  F.  and  N  material 
used  In  the  sUatlng  reagent  mixture  for 
poealble  peak  interference  In  the  region  of 
seranol  derivative. 

L.  SodlTun  chloride,  analytical  reagent 
grade. 

1C.  Sodium  hydroxide,  analytical  reagent 
grade. 

N.  Trimethylchloroellane,  Dow-Oomlng, 
Peninsular,  or  equivalent. 

O.  Water,  distilled  In  glass. 

P.  Zeranol,  primary  standard. 

Q.  Solutions. 

1.  ilf  Hydrochloric  add  in  water. 

2.  8N  Phosphoric  acid  In  water. 

3.  2  percent  w/v  solium  chloride  In  water. 

4.  IN  Sodium  hydroxlae  In  water. 

m.  Appabatos 

A.  Bxtraction  assembiles,  Soxhlet,  Im¬ 
proved,  standard  taper  grindings,  Pyrex 
brand  glass,  1.000  mlUillteis  capadty, 
Sargent  Catalog  S-81266D.  or  equivalent. 

B.  Flask  A.  freese  drying,  wldemouth,  1,000 
milliliters  capacity,  24/40  standard  tiq>er 
grindings,  Pyrex  brand  glass,  Sargent  Catalog 
S-2887S-20-P.  OT  eq  divalent. 

C.  Flasks,  bomo^nlxlng,  250  milliliters, 
Sargent  Catalog  S-61715,  or  equivalent. 

D.  Puimels.  separatory.  Squibb  stopper, 
with  Teflon  stopcock  plug,  Pyrex  brand  ^ass, 
250-  and  500-mllllliter  capacities.  Sargent 
Catalog  S-35815-20-P  or  O,  or  equivalent. 

B.  Gas  chromatngraph,  P  and  M  Modd 
5750  with  flams  Ionisation  detector,  or 
equivalent. 

F.  Oas  chromatography  column:  Stain¬ 
less  steel  tubing,  6  feet  by  8/16  Inch  packed 
with  8  percent  by  weight  OB  SB-52  (Applied 
Sdence  Laboratories)  deposited  on  PJS.  Ce- 
llte  60-80  mesh  (product  No.  154-0048),  or 
equivalent.  Condition  the  colunm  by  baking 
for  40-80  hours  at  325*  C.  with  a  helium 
flow,  but  detached  from  the  detector  Input. 
Injections  of  1-2  mlerollters  of  a  50/50  mix¬ 
ture  of  hexamethyldlsUaxane  and  tnmethyl- 
chlorosUane  will  hdp  remove  active  sites 
In  the  column. 

1.  Prepare  a  HAS  derivative  of  a  1,000- 
mlerogram  zeranol  standard  as  described 
In  the  procedure  section.  Inject  1-mlero- 
Uter  quantities  to  determine  whether  the 
odumn  is  responding  to  the  conditioning. 
After  the  column  shows  a  response  at  the 
1.000-mlcrogram  level,  proceed  to  kmaller 
quantities  to  optimize  conditions. 

2.  The  column  and  chromatograph  must 
be  conditioned  to  achieve  a  rntnimnm 
sensitivity  response  so  ^at  a  peak  5  milli¬ 
meters  In  height  results  from  an  Injection  of 
5  mlerollter  of  standard  preparation  contain¬ 
ing  i  microgram  of  znanol  In  the  deriva¬ 
tive  preparation.  This  criterion  must  be  met 
before  tissue  assay  Is  attempted. 

8.  The  column  is  brought  to  250*  C.  after 
conditioning  and  held  at  that  temperature 
for  at  least  12  hoxirs  before  making  a  run. 

O.  Heating  mantle,  electric,  Olas-Ool, 
Sargent  Catalog  S-40866H.  or  equivalent. 

H.  Hot  plate,  with  gradient  rheostat  heat 
control. 

L  Meat  grinder,  zsanually  operated  or 
equivalent. 

J.  Steam  bath. 

K.  Syringe.  Hamilton  Micro  Syringe  Model 
701,  10-microllter  capacity,  or  equivalent. 

L.  TYnalon  balance,  O.i  gram  sensitivity, 
500  grams  capacity. 

M.  Vials.  1-dram  glass  with  plastic  tops, 
Owens-Illinois.  Onticlear,  or  equivalent. 

N.  Vlrtls  freeze  drier.  Sargent  Catalog 
S-38881-80,  or  equivalent. 


O.  Vlrtls  homogenizing  mill,  macro,  Vlrtls 
No.  45,  Sargent  Catalog  S-61700,  or 
equivalent. 

IV.  Stamdaxo  Solutions 

A.  Stock  siriutlon  A:  Accurately  weigh 
0.1000  gram  of  zeranol.  primary  standard. 
Into  a  250-mllllllter  beaker.  Dissolve  the 
standard  In  80  milliliters  of  methanol  and 
accurately  dilute  to  100  milliters  In  a  volu¬ 
metric  flask  with  methanol.  By  preparation, 
the  solution  contains  1,000  micrograms  per 
milliliter. 

B.  Stock  solution  B:  Dilute  10.0  mlUUlters 
of  stock  s(^utlon  A  to  100  milliliters  with 
methanol  to  provide  a  standard  containing 
100  micrograms  of  the  drug  per  milliliter. 

C.  Stock  solution  C:  Dilute  5.0  milliliters 
of  stock  solution  B  to  100  milliliters  with 
methanol  to  provide  a  standard  of  5  micro¬ 
grams  per  milliliter. 

D.  Stock  solution  D:  Dilute  2.0  milliliters 
of  stock  solution  B  to  100  milliliters  with 
methanol  to  provide  a  standard  of  2  micro- 
grams  per  milliliter.  Transfer  1.0  milliliter 
of  stock  solution  D  to  a  1-dram  glass  vial, 
evaporate  to  a  dry  residue  In  a  vacuum  desic¬ 
cator  at  reduced  pressure.  The  residue  con¬ 
tains  2  micrograms  of  zeranol  to  be  used 
as  a  calibration  standard  In  cqieratlon  of  the 
gas  chromatograph. 

V.  PaocxDuxx 

A.  Preparation  of  glassware:  Glassware 
should  be  washed  In  detergent  or  chromic 
acid  solution  to  remove  contaminants  and 
rinsed  in  water  to  remove  traces  of  cleaning 
agent.  Rinse  with  methanol  before  using. 

B.  Preparation  of  sampie. 

1.  Collect  muscle,  liver,  kidney,  and  tr4>e 
from  a  freshly  sacrlfloed  animal  under  the 
cleanest  conditions  possible. 

2.  Grind  the  fresh  tissue  In  a  meat  grinder, 
divide  Into  100-gram  portions,  and  wrap  in 
aluminum  foil.  Store  wrapped  tissue  In  a 
deep  freeze.  Fat  should  be  wrapped  in  foil  and 
stored  In  deep  freeze. 

C.  Bxtraction  procedure  for  muscle,  liver 
kidney,  and  tripe. 

1.  Weight  100  grams  of  partially  thawed 
tissue  Into  a  250-mllllltter  homogenizing 
flask,  add  60  milliliters  of  water,  and  attach 
to  a  Vlrtls  "46”  Tissue  Mill,  or  equivalent. 

2.  Bflx  the  materials  at  45,000  r.p.m.  for  5 
minutes  to  obtain  a  thin  homogenate. 

3.  Transfer  the  homogenate  to  a  1-llter, 
wldemouth,  freeze  drying  flask  using  10-20 
milliliters  of  water  for  a  rinse. 

4.  Place  the  flask  on  Its  side  In  a  nearly 
horizontal  position  In  a  slurry  of  dry  Ice  and 
acetone.  Rotate  the  flask  on  Its  aide  as  the 
homogenate  cools  to  set  down  a  uniform 
frozen  solid  layer  on  the  wall  of  the  flask. 

5.  Mount  the  flask  on  a  Vlrtls  freeze  drier, 
or  equivalent,  and  lyophlllze  to  dry  solids. 
This  operation  usually  requires  20-24  hours. 
Stopping  place. 

6.  Transfer  the  solid  cake  to  a  clean  sheet 
of  paper  and  crumble  by  hand  to  a  size  con¬ 
venient  for  transfer  to  an  extraction  thimble. 

7.  Transfer  the  solids  to  a  single  thickness 
60  X  180  milliliters  Soxhlet  extraction  thim¬ 
ble  and  compact  the  solids  sufficiently  to 
guarantee  complete  Immersion  during  solid 
extraction. 

8.  Transfer  600  milliliters  of  methanol  to 
a  1-llter  pot  of  a  Soxhlet  extraction  assembly 
and  place  the  thimble  In  the  extractor. 
Mount  a  large  glass  funnel  In  the  neck  of 
the  extractor  with  the  stem  extending  Into 
the  thimble.  Rinse  the  1-llter  freeze  drying 
flask  with  three  50-mllIlllter  portions  of  fresh 
methcmol  and  transfer  the  rinses  through 
the  funnel  Into  the  thimble.  Mount  the  con¬ 
denser  In  the  extractor  and  extract  the  solids 
for  15  hours.  Hie  extractor  should  be  heated 
with  the  electric  heating  mantle  so  that  a 
flll-empty  cycle  requires  18-24  minutes. 


8.  Drain  the  methanol  from  the  thimble. 
Composite  the  methanol  from  the  extractor 
and  pot  In  an  800-mllllliter  beaker. 

10.  Rinse  the  pot  with  10  milliliters  of 
methanol  and  add  to  the  methanol  com¬ 
posite.  Transfer  50  milliliters  of  2N  HCl  down 
the  pot  side  wall,  and  add  to  methanol  com¬ 
posite.  Concentrate  to  126  milliliters  by  boil¬ 
ing  on  a  hotplate. 

D.  Extraction  procedure  for  fat. 

1.  Cut  fat  Into  cubes.  The  lyophl- 

liaatlon  of  fat  Is  unnecessary  since  It  Is 
essentlaUy  water  free.  ‘ 

2.  Transfer  100  grams  of  the  prepared  fat 
to  a  60-  X  180-mllllmeter  extraction  thimble 
and  extract  with  750  milliliters  of  methanol 
for  16  hours  in  the  Soxhlet  extractor.  The 
extractor  should  be  heated  with  the  electric 
heating  mantle  so  that  a  flll-empty  cycle  re¬ 
quires  18-24  minutes. 

8.  Drain  the  methanol  from  the  thimble. 
Conqjoslte  the  methanol  from  the  extractor 
and  pot  In  an  800-mllllllter  breaker. 

4.  Rinse  the  pot  with  10  mUlUltere  of 
methanol  and  add  to  the  methanol  composite. 
Transfer  60  milliliters  of  2N  HCl  down  the  pot 
side  wall,  and  add  to  methanol  composite. 
Concentrate  to  125  mUlUlters  by  boiling  on 
a  hot  plate. 

B.  Solvent  partition. 

1.  Transfer  the  methanol  concentrate  to  a 
600-mllllUter  separatory  funnel,  Identtfled 
by  number  as  1,  with  70  milliliters  of  ^oro- 
form  rinse  and  mix. 

2.  Add  300  mlUUlters  of  water  and  without 
shaking  allow  liquid  phases  to  separate. 

3.  Withdraw  the  chloroform  layer  Into  a 
separatory  funnel,  identlfled  by  number  as 
2,  containing  100  milliliters  of  2  percent 
aqueous  sodium  chloride. 

4.  Gently  mix  the  contents  of  funnel  2 
hOTizontally  end  to  end  30  times  and  allow 
phases  to  separate.  Usually  about  20  minutes 
are  required  to  obtain  maximum  chloroform 
separation. 

5.  Withdraw  the  chloroform  layer  Into  a 
beaker. 

6.  Extract  with  shaking  the  contents  of 
funnels  1  and  2  successively  with  three  more 
50-mllllllter  portions  of  chloroform. 

7.  Comnoslte  the  chloroform  extracts  and 
concentrate  to  125  milliliters  by  evapora¬ 
tion  on  a  steam  bath  and  cool  to  room 
temperature. 

8.  ITttnsfer  the  chloroform  composite  to 
a  250-mllllUter  separatory  funnel,  fitted  with 
a  Teflon  stopcock,  using  10  mUlUltece  of 
chloroform  as  a  rinse. 

9.  Extract  the  chloroform  with  three  sep¬ 
arate  20-mlUlllter  portions  of  IN  sodium 
hydroxide  solution  retaining  the  emulsion 
In  the  sodium  hydroxide  phase.  Agitation  of 
sodium  hydroxide  with  the  (Uiloroform  ex¬ 
tract  for  the  first  time  is  accompanied  by 
the  appearance  of  emulsion. 

10.  Perform  an  extraction  by  gently  In¬ 
verting  the  closed  funnel  and  returning  the 
funnel  to  an  upright  position. 

11.  Repeat  phase  mixing  80  times  per 
extraction. 

12.  Allow  phases  to  separate  for  10  min¬ 
utes.  The  time  delay  allows  for  gradual  dis¬ 
sipation  of  the  emulsion  to  Improve  phase 
separation.  The  zeranol  transfers  from  the 
chloroform  to  the  upper  sodliun  hydroxide 
phase  In  this  operation. 

13.  Composite  the  sodium  hydroxide 
extracts. 

14.  Wash  the  sodium  hydroxide  extract 
with  three  50-mlIllllter  portions  of  chloro¬ 
form  using  the  technique  as  In  step  9  and 
the  same  10-mlnute  interval  for  phase  sep¬ 
aration.  Washing  the  chloroform  removes 
the  emulsion  and  unwanted  Impurities  from 
the  sodium  hydroxide  phase. 

15.  Discard  the  chloroform  '■^hes.  Trans¬ 
fer  the  sodium  hvdroxlde  extracts  to  a  250- 
mllllllter  beaker.  Rinse  each  separatory  fim- 
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nel  with  two  S-mlllUlter  portions  of  wntsr 
and  add  to  the  sodium  hydroxide  extract. 
Wash  each  funnel  twice  with  tap  water  and 
twice  with  distilled  water  before  next  use. 

16.  Neutralise  the  washed  sodium  hydrox* 
ide  extract  to  pH  8.0  by  dropwlse  addition 
of  Sff  phosphoric  acid  \islng  a  pH  meter  for. 
pH  detection. 

17.  Transfer  the  pH  8.0  water  extract  to  a 
350-mllllllter  separatory  funnel  using  10  to 
30  milliliters  of  water  for  a  rinse. 

18.  Extract  the  solution  with  three  sepa¬ 
rate  50-mllllllter  portions  of  carbon  tetra¬ 
chloride.  Ihe  seranol  transfers  to  the  lower 
carbon  tetrachloride  phase.  Use  the  same  80- 
oount  phase-mixing  technique  as  In  step  0 
and  allow  the  mixture  to  stand  5  minutes  for 
phase  separation. 

19.  Composite  the  carbon  tetrachlmrlde 
extracts. 

30.  Extract  the  carbon  tetrachloride  com¬ 
posite  with  two  ao-mllUllter  portions  of  IN 
sodium  hydroxide.  Zeranol  transfers  from 
carbon  tetrachloride  to  the  upper  aodlum 
hydroxide  i>hase.  After  phase  mixing,  allow 
the  mixture  to  stand  6  minutes  for  phtm 
separation. 

31.  Oompoalte  the  sodium  hydroxide 
extracts. 

23.  Wash  the  extract  with  two  60-mlllllltsr 
portions  of  carbon  tetrachloride.  Allow  the 
mixture  to  stand  6  minutes  for  phase  sepa¬ 
ration.  Discard  the  carbon  tetrachloride 
washes. 

33.  Transfer  the  sodium  hydroxide  extract 
Into  a  380-mllllllter  beaker.  Rinse  the  sepa¬ 
ratory  funnel  arlth  two  5-mllllllter  portions 
of  water  and  add  to  the  sodium  hydroxide 
extract.  Wash  each  funnel  twice  with  tap 
water  and  twice  with  distilled  arater  before 
next  use.  Adjxist  the  sodium  hydroxide  ex¬ 
tract  to  a  pH  of  9A  by  dropwlse  addltl<m  of 
SN  phosphoric  acid  and  transfer  to  a  380- 
milllUter  separatory  fimnel  using  10-30 
mlllUlters  of  water  for  a  rinse. 

24.  Extract  the  pH  9.8  water  solution  with 
three  separate  30-mllllllter  portions  of  an¬ 
hydrous  ethyl  ether.  Allow  the  mixture  to 
stand  8  minutes  for  phase  separation.  The 
seranol  transfers  to  the  upper  ether  phase. 

28.  Composite  the  ether  extracts  In  a  138- 
mlUlllter  Erlenmeyer  flask. 

36.  Reduce  the  volume  of  ether  to  about 
1-3  milliliters  by  evaporation  on  a  hot  plate 
with  low  heat  while  removing  vapor  from  top 
of  flask  by  vacuum  aspiration. 

27.  Transfer  ether  residue  to  a  1-dnun 
glass  vial.  Rinse  down  flask  side  wall  with 
1-2  milliliters  of  fresh  ether  and  trazufer 
to  the  glass  vial. 

38.  Continue  evaporation  of  ether  to  0.1 
milliliter. 

39.  Place  vial  In  a  vacuum  desiccator  and 
evaporate  residue  at  line  vacuum  and  room 
temperature  overnight  to  dnmess. 

30.  Close  vial  with  a  plastic  cap  and  sub¬ 
mit  ether  residue  for  preparation  of  TMS 
derivative  and  gas  chromatographic  assay 
Stopping  place. 

P.  Oaa  liquid  chrconatography. 

1.  Start  the  gas  chromatography  and  maixv- 
taln  the  following  operational  conditions; 

Carrier  gas  pressure:  80  p.8.1.  at  tank. 

Carrier  gas  flow  rate:  Sufficient  to  give 
zeranol  derivative  peak  a  retention  time  of 
4-8  minutes. 

Electrometer  range:  10*  a  10*. 

Detector  temperature:  325*  C. 

Injection  port  temperature:  328*  C. 

Column  temperature:  280*-380*  C..  operate 
Isothermally. 

Recorder  sensitivity:  1  millivolt. 

Recorder  chart  speed:  1  ln<fli  per  minute. 

Sample  size:  1  mlcrollter  to  5  mlcrollters 
as  necessary  to  give  desired  peak  area  for 
quantitative  measurement. 

Septums;  Replace  each  evening  and  allow 
to  condition  overnight  at  operational 
temperature. 


Flame  assembly:  Remove  sUlca  ash  from 
the  flame  assembly  each  week.  The  flame 
assembly  is  removed;  the  anode,  flame  Jet, 
and  chimney  are  cleaned  with  a  nylon  bristle 
bnuh.  Water  and  acetone  are  drawn  through 
the  Jet  capillary  to  remove  any  foreign 
material. 

2.  Add  0.2  milliliter  of  sllatlng  reagent  to 
the  sample  or  to  the  seranol  standard. 

8.  Stopper  the  vial  and  shake  vigorously. 

4.  Warm  the  vial  at  40*-80*  C.  for  a  few 
minutes,  then  roll  the  vial  on  a  horizontal 
plane  to  Insure  that  all  of  the  Interior  sur¬ 
faces  of  the  vial  have  been  In  contact  with 
the  reagent. 

8.  Let  vial  stand  for  4  hours  or  overnight 
In  a  warm  area  (40*  O.)  to  aUow  reaction  to 
reach  oompletlon. 

8.  Place  vial  In  a  small  padded  centrifuge 
tube  and  centrifuge  to  settle  the  precipitate 
and  Insure  that  all  the  liquid  Is  at  the  bottom 
of  the  vial. 

7.  Injeot  1. 0-8.0  mlcrollters  of  clear  solu¬ 
tion  Into  the  chromatograph.  At  the  begin¬ 
ning  of  the  dajfs  run.  make  3-8  Injections  of 


A.  Fortifloatlon  of  reagent  blank. 

1.  For  those  \islng  this  method  for  the 
flrst  time  either  for  recovery  study  or  tissue 
assay,  a  solvent  blank  and  solvent  fortified 
with  asran<4  should  be  processed  through 
the  entire  procedure.  This  preliminary  oper¬ 
ation  will  establish  whemer  or  not  the  pro¬ 
cedure  Is  free  from  contamination  arising 
from  solvents  and  glassware  and  demon¬ 
strate  the  level  of  recovery  of  the  standard 
zeranol.  Level  of  recovery  should  be  In  the 
same  range  as  the  samples. 

3.  Transfer  600  milliliters  of  methanol  to  a 
1-llter  beaker.  Add  mlllUlters  of  2N  HCl 
to  the  methanol  and  coxicentrate  to  138  mU- 
lUlters  by  boiling  on  a  hot  plate. 

8.  Transfer  600  mlllUlters  of  methanol  to 
a  1-llter  beaker.  Add  80  mUlUlters  of  2N  HCl 
to  the  methanol  and  concentrate  to  135  mU¬ 
lUlters  by  boUlng  on  a  hot  plate.  Spike  the 
concentrate  with  1.0  mlUUlter  of  stock  solu¬ 
tion  D. 

4.  Assay  both  samples  as  described  In  the 
procedure  beginning  extraction  step  V-El. 

B.  Fortification  of  samples. 

1.  Transfer  100-gram  portions  of  partially 
thawed  tissues  Into  360-mUlUlter  homoge¬ 
nizing  flasks  and  set  btdf  of  them  aside  to 
serve  as  tissue  blanks. 

3.  Add  to  the  remaining  samples  1  milli¬ 
liter  of  stock  scgution  D  to  serve  as  fortlfled 
'  samples  to  which  30  parts  ber  billion  zeara- 
lanol  have  been  added. 

3.  Assay  both  fortlfled  and  unfortlfled  tis¬ 
sue  as  described  In  the  procedure  section 
beginning  with  V-Ol. 

§  556.770  Zoalene. 

Tolerances  are  established  for  residues 
of  zoalene(  3.5-dinitro-o-toluamide)  and 
its  metabolite  3-amino-5-nitro-o-tolua- 
mide  in  food  as  follows: 

(a)  In  edible  tissues  of  chickens: 

(1)  6  parts  per  million  in  uncooked 
liver  and  kidney. 

(2)  3  parts  per  million  in  uncooked 
muscle  tissue. 

(3)  2  parts  per  million  in  uncooked 
fat. 


a  standard  to  condition  the  column  for  that 
day  before  taking  quantitative  data. 

8.  Run  known  mixtures  at  the  beginning, 
middle,  and  end  of  the  day's  run  over  the 
concentration  nmge  of  samples  to  be  ana¬ 
lyzed  to  compensate  for  day-to-day  sensitiv¬ 
ity  fluctuations  and  drift.  If  four  or  leas 
samples  are  to  be  run.  caUbratlng  at  the 
beginning  and  end  of  the  run  la  sufflclmit. 

VL  CsLcouiTiom 

Area  values  are  obtained  on  known  mix¬ 
tures  and  san^>les  by  multiplying  the  net 
peak  height  by  the  peak  width  at  half  height 
or  by  counting  squares.  Area  values  obtained 
on  knowns  are  plotted  versus  zeranol  con¬ 
centration.  Calibration  plots  Indicate  a  near 
linear  function  In  the  b-10  mlcrogram  range. 
Area  values  obtained  on  samples  are  con¬ 
verted  directly  to  mlcrogram  quantities  using 
the  curva  Control  tests  demonstrated  a  70 
percent  recovery  of  zeranol  trcmi  spiked  wet 
beef  liver  and  muscle  necessitating  a  oorree- 
tlon  factor. 


(b)  In  edible  tissues  of  turkeys:  3 
parts  per  million  in  uncocked  muscle  tis¬ 
sue  and  liver. 


PART  558— NEW  ANIMAL  DRUGS  FOR 
USE  IN  ANIMAL  FEEDS 

Subpart  A— General  Provisions 

Sec. 

668.4 

Approval  of  new  animal  drug  iq>pll- 
catlons  for  medicated  feeds. 

688.5 

New  animal  drug  requirements  for 
liquid  feed  supplements. 

558.16 

Antibiotic,  nltrofuran,  and  sul¬ 
fonamide  drugs  In  the  feed  of 
animals. 

558.19 

Combination  antibiotic  drugs  In 
animal  feeds  no  longer  sanc¬ 
tioned. 

Subpart 

B — Specific  New  Animal  Drugs  For  Use 

In  Animal  Feeds 

558.25 

2-Acetylamino-5-nltrothiazole. 

558.35 

Aklomlde. 

558.45 

Ammonium  chloride,  feed  grade. 

558.65 

Amprollum. 

558.96 

Bambermyclns. 

558.106 

Buqulnolate. 

558.115 

Carbadox. 

558.145 

Chlortetracycllne,  procaine  penicil¬ 
lin,  and  sulfamethazine. 

558.155 

Chlortetracycllne,  procaine  penicil¬ 
lin,  and  sulfathlazole. 

558.175 

Clopldol. 

558.185 

Coumaphos. 

558.195 

Decoqulnate. 

558.205 

Dlchlorvos. 

558.225 

Dletbylstllbestrol. 

568.305 

Ipronldazole. 

558.318 

LevamlBole  hydrochloride  (equlva- 
lenj). 

558.325 

Lincomycln. 

558.355 

Monensln. 

558.366 

Nequlnate. 

558.415 

Novobiocin. 

558.435 

Oleandomycin. 

558.465 

Poloxalene  liquid  feed  supplement. 

558.485 

Pyrantel  tartrate. 

558.505 

Reserplne. 

558.515 

Robenldlne  hydrochloride. 

558.525 

Ronnel. 

558.665 

Styrylpyrldlnlum  chloride,  diethyl- 

carbamazlne  (as  base) . 


Eerand.  parts  per  bUllon=: 

Where: 

0.7=:Oorreetlon  factor  for  70  percent  recovery. 
W=Orams  of  ttsBue  examined. 


tllcrograms  of  seranol  foundx  1.000 


WX0.7 


Vn.  Rboovzst  Stcdt 
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Bee. 

568.S75  Bulfedlmethozlne,  ormetoprlm. 
668.816  Thiabendazole. 

668.626  Tylosln. 

668.630  T^loein  and  sulfamethazine. 

668.635  Vlrglniamycin. 

Attthoeitt:  Secs.  512,  701(a).  52  Stat. 
1066,  82  Stat.  343-361  (21  UB.C.  360b, 

371(a) ):  imlees  otherwise  noted. 

Subpart  A — General  Provisions 

§  558.4  Approval  of  new  animal  drug 
applications  for  medicated  feeds. 

(a)  The  Food  and  Drug  Administra¬ 
tion  cannot  approve  an  initial  new  ani¬ 
mal  drug  application  for  a  drug  that  is  to 
be  added  to  animal  feed  until  a  regula¬ 
tion  providing  for  the  safe  use  of  the  new 
animal  drug  substance  as  a  food  additive 
has  been  promulgated  by  publication  in 
the  Fcderal  Rkgistes  in  accordance  with 
section  512(1)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

(b)  In  the  past  the  Food  and  Drug 
Administration  has  received  many  medi¬ 
cated  feed  new  animal  drug  applications 
from  feed  manufacturers  prior  to  the 
promulgation  of  the  required  regulation, 
and  these  applications  could  not  or  can¬ 
not  be  reviewed  until  such  promulgaticm. 
Frequently  when  such  applications  were 
finally  reviewed  after  issuance  of  the  reg- 
ulaticm,  they  were  foxmd  to  contain  in¬ 
formation  and  labeling  not  in  conform¬ 
ance  with  such  regulation.  This  resulted 
in  considerable  unnecessary  work  on  the 
part  of  the  applicants  and  the  Food  and 
Drug  Administration. 

(c)  Accordingly,  effective  on  date  of 
publication  of  this  section  in  the  Fidibal 
Register,  the  following  is  the  policy  of 
the  Food  and  Drug  Administration  re¬ 
garding  the  processing  of  medicated  feed 
new  animal  drug  applications: 

(1)  Only  those  ^plications  for  a  new 
animal  dr^  for  which  a  regulation  has 
been  established  in  this  part  will  be  ac¬ 
cepted  and  reviewed. 

(2)  Applications  for  new  animal  drugs 
for  which  no  such  regulation  has  been 
established  will  be  returned  to  the  appli¬ 
cant  without  review  or  comment. 

(Sec.  512(1),  82  Stat.  347  (21  U£.C.  360b 
(1)).) 

§  558.5  New  animal  drug  reffuirements 
for  liquid  feed  supplements. 

(a)  Information  available  to  the  Com¬ 
missioner  of  Food  and  Drugs  shows  that 
certain  drugs  are  unstable  when  added 
to  some  liquid  feed  supplements.  The 
demonstrated  instability  of  these  drugs 
gives  rise  to  the  question  of  the  stability 
of  other  drugs  when  added  to  liquid  feed 
supplements,  except  where  specific  ap¬ 
proval  has  been  granted  for  such  use. 
Therefore,  the  labeling  of  a  drug  to  pro¬ 
vide  for  its  use  in  a  liquid  feed  supple¬ 
ment  causes  the  drug  to  be  a  new  animal 
drug  for  such  use  for  which  an  approved 
new  animal  drug  application  is  required 
pursuant  to  section  512(b)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 
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(b)  The  addition  of  a  drug  to  a  liquid 
feed  supplement  causes  such  supplement 
to  become  an  animal  feed  bearing  or 
containing  a  new  animal  drug  for  which 
an  approved  application  is  required  pur¬ 
suant  to  section  512(m)  of  the  act. 

(c)  Each  drug  product,  intended  for 
oral  administration  to  animals,  which 
contains  any  of  the  drugs  listed  in  para¬ 
graph  (d)  of  this  section  and  which  bears 
labeling  for  its  use  in  animal  feed  and/ 
or  drinking  water  shell  also  Include  in 
such  labeling  the  following  statement: 

“FOR  USE  IN . .  ONLY.  NOT 

FOR  USE  IN  LIQUID  FEED  SUPPLE¬ 
MENTS,"  the  blank  being  filled  in  with 
the  words  “DRY  FEEDS,”  “DRINKING 
WATER."  “DRY  FEEDS  AND  DRINK¬ 
ING  WATER"  as  applicable,  unless: 

(1)  Such  drug  piquet  is  the  subject 
of  an  approved  new  animal  drug  appli¬ 
cation  providing  for  its  use  in  liquid  feed 
suimlements,  or; 

(2)  The  labeling  provisions  of  this 
paragraph  have  been  waived  on  the  basis 
of  approval  of  a  petition  which  includes 
a  copy- of  the  product  label;  a  descrip¬ 
tion  of  the  formulation;  and  Information 
which  establishes  that  the  physical, 
chemical,  or  other  prcH^erties  of  the  par¬ 
ticular  drug  product  are  such  that  it  can¬ 
not  reasonably  be  expected  to  be  diverted 
for  use  in  liquid  feed  supplements.  Such 
petitions  shall  be  submitted  to  the  Food 
and  Drug  Administration,  Bureau  of 
Veterinary  Medldtne,  5600  Fishers  Lane, 
Rockville,  MD  20852. 

(d)  The  labeling  provisions  of  para¬ 
graph  (c)  of  this  section  apply  to  all 
forms  of  bacitracin,  ox3^tracycllne,  and 
chlortetracycline. 

(e)  For  any  drug  which  is  the  subject 
of  ap  approved  new  animal  drug  applica¬ 
tion,  the  labeling  provisions  of  paragraph 
(c)  of  this  section  may  be  implemented 
without  prior  approval  as  provided  for  in 
§  514.8  (d)  and  (e)  of  this  chapter. 

§  558.15  AntibioUc,  nitrofuran,  and 
snlfonamide  drugs  in  the  feed  of 
animals. 

(a)  The  Ccxnmissioner  of  Food  and 
Drugs  will  propose  to  revoke  currently 
approved  subtherapeutic  (increased  rate 
of  gain,  disease  prevention,  etc.)  uses 
in  animal  feed  of  antibiotic  and  sulfon¬ 
amide  drugs  whether  granted  by  approval 
of  new  animal  drug  applications,  master 
files  and/or  antibiotic  or  food  additive 
regulations,  by  no  later  than  April  20, 
1975,  or  the  nitrofuran  drugs  by  no  later 
than  September  5,  1975,  unless  data  are 
submitted  which  resolve  conclusively  the 
issues  concerning  their  safety  to  msm 
and  animals  and  their  effectiveness  imder 
specific  criteria  established  by  the  Food 
and  Drug  Administration  based  on  the 
guidelines  included  in  the  report  of  the 
FDA  task  force  on  the  use  of  antibiotics 
in  animal  feeds.  All  persons  or  firms 
previously  marketing  identical,  related, 
or  similar  products  except  the  nitrofu¬ 


ran  drugs  not  the  subject  of  an  approved 
new  animal  drug  application  must  sub¬ 
mit  a  new  animal  drug  application  by 
July  19,  1973,  or  by  December  4,  1973, 
in  the  case  of  nitrofuran  drugs,  if 
.marketing  is  to  continue  during  the  in¬ 
terim.  New  animal  drug  entities  with  an¬ 
tibacterial  activity  not  previously  mar¬ 
keted,  now  pending  approval  or  sub¬ 
mitted  for  approval  prior  to,  on.  or  fol¬ 
lowing  the  effective  date  of  this  publica¬ 
tion,  shall  satisfy  such  criteria  prior  to 
approval. 

(b)  Any  person  interested  in  develop¬ 
ing  data  which  will  support  retaining  ap¬ 
proval  for  such  uses  of  such  antibiotic, 
nitrofuran.  and  sulfonamide  drugs  pur¬ 
suant  to  section  512(1)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  shall  sub¬ 
mit  to  the  C(Hnmissioner  the  following: 

(1)  By  July  19,  1973,  records  and  re¬ 
ports  of  completed,  ongoing,  or  planned 
studies,  including  protocols,  on  the  tetra¬ 
cyclines,  streptomycin,  dihydrostrepto¬ 
mycin.  penicillin,  and  the  sulfonamides; 
for  all  other  antibiotics  by  October  17, 
1973;  and  for  ihe  nitrofuran  drugs  by 
March  4,  1974.  The  Food  and  Drug  Ad¬ 
ministration  encourages  sponsors  to 
c(Hisult  with  the  Bureau  of  Veterinary 
Medicine  on  protocol  design  and  plans 
for  future  studies. 

(2)  By  April  20, 1974,  data  from  com¬ 
pleted  studies  on  the  tetracyclines,  strep¬ 
tomycin,  dihydrostreptomycin,  the  sul¬ 
fonamides,  and  penicillin  assessing  the 
effect  of  the  subtherapeutic  use  of  the 
drug  in  feed  on  the  salmonella  reservoir 
in  the  target  animal  as  compared  to  that 
in  nonmedicated  controls.  Failure  to 
complete  the  salmonella  studies  for  any 
of  these  drugs  by  that  time  will  be 
groimds  for  proceeding  to  immediately 
withdraw  approval. 

(3)  By  April  20.  1975,  data  satisfying 
all  other  specified  criteria  for  safety  and 
effectiveness,  including  the  effect  on  the 
salmonella  reservoir  for  any  antibiotic 
or  sulfonamide  drugs  and  by  Septem¬ 
ber  5, 1975,  for  the  nitrofuran  drugs,  ap¬ 
prove  for  subtherapeutic  use  in  animal 
feeds.  Drug  efficacy  data  shall  be  sub¬ 
mitted  for  any  feed-use  combination 
product  containing  such  drug  and  any 
feed-use  single  ingredient  antibiotic,  ni¬ 
trofuran,  or  sulfonamide  not  reviewed  by 
the  National  Academy  of  Sciences — Na¬ 
tional  Research  Council,  Drug  Efficacy 
Study  covering  drugs  marketed  between 
1938  and  1962. 

(4)  Progress  reports  on  studies  under¬ 
way  every  January  1  and  July  1  imtil 
completion. 

(c)  Failure  on  the  part  of  any  sponsor 
to  comply  with  any  of  the  provisions  of 
paragraph  (b)  of  this  section  for  any  of 
the  antibacterial  drugs  included  in 
paragraph  (b)(1)  of  this  section,  or  in¬ 
terim  results  indicating  a  health  hazard, 
will  be  considered  as  groimds  for  im¬ 
mediately  proceeding  to  withdraw  ap¬ 
proval  of  that  drug  for  use  in  animal 
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feeds  under  section  512(1)  of  the 
act  in  the  case  of  failure  to  submit 
required  records  and  reports  and  imder 
section  S12(e)  where  new  information 
shows  that  such  drug  is  not  shown  to  be 
safe. 

(d)  Criteria  based  upon  the  guidelines 
laid  down  by  the  task  force  may  be  ob¬ 
tained  from  the  Food  and  Drug  Adminis¬ 
tration,  Bureau  of  Veterinary  Medicine, 
5600  Fishers  Lane,  Rockville,  MD  20852. 

(e)  Reports  as  specified  in  this  section 
shall  be  submitted  to:  Food  and  Drug 
Administration,  Bureau  of  Veterinary 
Medicine,  Office  of  the  Assistant  to  the 
Director  for  Antibiotics  in  Animal  Feeds, 
5600  Fishers  Lane,  Rockville,  MD  20852. 

(f)  Following  the  completion  of  the 
requirements  of  paragraphs  (a)  and  (b) 
of  this  section  and  the  studies  provided 
for  therein: 

(1)  Those  antibiotic,  nitrofuran,  and 
sulfonamide  drugs  which  fail  to  meet 
the  prescribed  criteria  for  subtherapeutic 
uses  but  which  are  foimd  to  be  effective 
for  therapeutic  purposes  will  be  per¬ 
mitted  in  feed  only  for  high-level,  short¬ 
term  therapeutic  use  and  only  by  or  on 
the  order  of  a  licensed  veterinarian. 
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(2)  Animal  feeds  ccmtalnlng  antibac¬ 
terial  drugs  permitted  to  remain  in  use 
for  subtherapeutic  purposes  shall  be  la¬ 
beled  to  include  a  statement  of  the  quan¬ 
tity  of  such  drugs. 

§  558.19  Combination  antibiotic  drugs 
in  animal  feeds  no  longer  sanctioned. 

(a)  The  National  Academy  of 
Sciences-National  Research  Council, 
Drug  Efficacy  Study  Group  evaluated 
the  effectiveness  of  various  drugs  in¬ 
tended  for  use  in  animals.  In  furtherance 
of  the  principles  laid  down  by  the  Na¬ 
tional  Academy  of  Sdences-Natltmal 
Research  Council,  and  in  respcmse  to 
the  need  for  an  Integrated  monitoring 
program  of  all  animal  drugs,  the  CMn- 
missioner  of  Food  and  Drugs  has  con¬ 
ducted  a  review  of  certain  additional 
combination  antibiotic  drugs  used  in 
animal  feeds  that  were  not  considered 
by  the  National  Academy  of  Sciences- 
National  Research  Coimcil.  The  Com¬ 
missioner  has  concluded  that  available 
information  falls  to  provide  substantiid 
evidence  of  effectiveness'  of  the  drugs 
listed  in  paragraph  (c)  of  this  section, 
and  the  manufacturers  or  distributors 
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have  informed  the  Commissioner  that 
either  the  dnigs  are  no  longer  marketed 
or  that  there  is  no  interest  in  their 
continued  marketing. 

(b)  Certain  drug  combinations  listed 
in  paragraph  (c)  of  this  section  were  in 
use  or  sanctioned  in  Subpart  C  of  Part 
121  and/or  S  510.515  of  this  chapter, 
while  other  drug  comMnations  should  be 
the  subject  of  an  approved  new  animal 
dnig  application.  The  listing  of  certain 
combination  antibiotic  drugs  that  are  no 
longer  sanctioned  for  use  in  animal  feed 
provides  prompt  public  notice  of  this 
action  and  serves  as  an  interim  meas¬ 
ure  to  withdraw  approval  of  the  drugs 
listed  under  paragraph  (c)  of  this  sec¬ 
tion  until  recodification  and  amendment 
to  the  applicable  sections  can  be  com¬ 
pleted. 

(c)  The  Commissioner  finds  that  any 
further  marketing  of  the  following  com¬ 
bination  drugs  constitutes  a  violation  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  in  that  they  have  not  been  shown 
to  be  effective  for  their  intended  use. 
This  listing  is  subject  to  later  additions 
resulting  from  continued  evaluation  of 
combination  animal  drug  products. 
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MITW 

CATIOli 
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*  OOIAK 

CATKM 

MUG 

OOBMi 

SPKIES:  CHICKi 

4  MBDBI 

•3ia9 

PEMCILUN 

AMPROUUM 

20-50  GA1/T0N 

0125-025  PERCBIT 

•MIO 

RESERPINE 

.002  PERCENT 

OKNESTROl  DIACnATE 

007  PERCENT 

BACITRACIN 

10-200  GM/TON 

PBRCIIUN 

20-50  GM/TON 

EN  BROILER 

•3150 

AMPROUUM 

0125-025  PERCENT 

SPECKS:  CWCI 

OHWESTROL  DIACnATE 

0035  PERCENT 

.004-.025  PERCEm 

PENCNUN 

20-50  GM/TON 

•3021 

AMPROUUM 

•315B 

AMPROUUM 

.004-.0125  PERCENT 

STREPTOMYCIN 

30-50  GASTON 

•ACITRACM  PIUS 

•3023 

AMPROUUM 

.004-.025  PHtCENT 

PBHCIIUN 

30-50  GM/TON  COMB. 

PENICKUN  PIUS 

•3149 

AMPROUUM 

O125-.025  PERCENT 

STREPTOMYCIN 

14.4-50  GM^ON  COMB. 

ARSANNXACtO 

01  PERCBIT 

•3027 

AMPROUUM 

.004-.25  PERCENT  ' 

ETHOPMATE 

0004  PERCENT 

DIB4ESTROI  (NACETATE 

.0023-.007  PKCENT 

PBaCRJJNPUS 

- 

PENtcium 

^4-50  GM/TON 

STREPTOMYCIN 

140-50  GM/TON  COMB. 

•3043 

AMPROUUM 

J0125-il25  PERCENT 

•30B2 

OIENESTROI  OtACHATE 

.0023-007  PERCBIT 

RQKARSONE 

XX>25-.005  PERCENT 

PEMCNXIN 

0125  PERCENT 

•ACnRACM 

4-SOGM/TON 

HYGROMVCMB 

•  GM/TON 

AMPROUUM 

.0125-ja25PBICB(T 

■■■ 

2MC  BACITRACM  PUS 

MMMSANESE  •ACITRACM  PIUS 

PEMCRUN 

30-50  GM/TON  COMB. 

PBaCRUN 

3A-S0  GM/TON  COMB. 

NWYDRAZONE 

100  GM/TON 

ftVMA 

ANMOUUM 

0125- J0a5  PERCENT 

MANGANESE  BACITRACm  PLUS 

MLAKnUF 

025-005  PERCENT 

PEMCRUN 

30-50  GM/TON  COMB. 

MMIGANESE  BACirRAON 

4.SOCAI/TON 

•3049 

RESERPME 

O001  PBICENT 

•3100 

E1M0PMATE 

0004PENCBIT 

BACITRACM 

4-50  GM/TON 

AMPROUUM 
•AOTRACM  METHYLENE 

0125-025  PBiCENT 

AUMGANESE  BACITRAaN 

4-50  GM/TON 

DISMXYIATEPUIS 

HtSCWHNI 

0001  PERCENT 

paaouM 

30-50  GM/TON  COAIB. 

MANGANESE  BACITRACM  PUS 

ETMOPMATE 

0004  PERCENT 

PBRCRUN 

30-50  GA1/T0N  COMB. 

•3136 

MMPROUUM 

004-0125  PERCENT 

BCSCRPIMC 

0001  PBICENT 

ZMC  •AOTRACM  PUS 

2MC  BACITRACM 

4-50  GM/TON 

PEMCIUM 

30-50  GAUTON  COMB. 

REICRPMI  . 

O001  PERCENT 

•3143 

AMPROUUM 

0125-025  PERCENT 

2MC  BACITRACM 

200  GM/TON  MAXIMUM 

PBaCIUMPUS 

•3066 

ROKARSONE 

0025-005  PERCENT 

STRarOMYCM 

140-50  GAk/TON  COMB. 

2DALfNE 

0125  PERCBIT 

•3145 

AMPROUUM 

0125-025  PERCENT 

MANGANESE  BACITRACM  PUS 

•AOTRACM 

4-SOGAVTON 

PEMCRUN 

3050  GAUTON  COMB. 

•3146 

AAMOmiM 

0125-025  PERCENT 

•3075 

.005  PERCENT 

•AOTRACM  PLUS 

2DAIENE 

0125  PBICENT 

fMCIUJM 

30-50  GAk/TON  COMB. 

2INC  BACITRACM  PUS 

•3156 

MdPROUUM 

0125-025  PERCBIT 

P— CRLM 

3050  GM/TON  COAB. 

OMHUTROt  MACnATE 

O023PnCBIT 

•3076 

005  PBICENT 

Mmn- 

CA1IQH 

HUG 

OOGMi 

MUG 

OOGMi 

.ZOALBC 

0125  PERCENT 

BACITRACM 

4-90  GM/TON 

' 

IBACITRACM  METHYLENE 

ETHOPABATE 

0004  PERCENT 

-OISMJCYLATEPUS 

•3431 

AMPROUUM 

0125-025  PERCBIT 

PEMCRUN 

3050  GM/TON  COMB. 

ROXARSONE 

.0025-.005  PERCBIT 

mm? 

ZOALBC 

0125PBICBIT 

BACITRACIN 

4«GAi/T0N 

HVCROMYCMB 

012  GM/TON 

•3444 

AMPROUUM 

O125-.025  PERCENT 

PB«CRUNPUS 

MANGANESE  BAUTRAON 

4-90  GM/TON 

TYLOSM 

3050  GM/TON  COMB. 

ETHOPABATE 

0004  PBICENT 

•3069 

ZOALENE 

0125  PERCBIT 

•3551 

AMPROUUM 

004.0125  PERCBIT 

PEMCRUN  PUS 

•ACITRACM 

490  GM/TON 

TYLOSM 

3090  GA1/T0N  COMB. 

NMYDRAZONE 

100  GM/TON 

•3133 

ZIMLENI 

0125  PERCENT 

ZMC  BACITRACM  PUS 

ZMC  BACITRACM  PUS 

PEMCRUN 

30-90  GM/TON  COMB. 

PEMCRUN 

3090  GM/TON  COMB. 

•3442 

RESERPME 

0001  PERCBIT 

•3135 

ZOALENE 

004-0125  PERCENT 

MANGANESE  BACITRACIN 

490  GM/TON 

ARSANRICACiO 

01  PERCBIT 

•3443 

RESERPME 

.0001  PERCBIT 

ZMC  BACITRACM  PUS 

MANGANESE  BACITRACIN  PLUS 

PEMCRLM 

3050  GM/TON  COMB. 

PEMCRLM 

30-90  GM/TON  COMB. 

•3205 

ZOALBC 

004-0125  PERCENT 

•3463 

ROXARSONE 

005  PBICENT 

BACITRACM  METHYLENE 

ZOALENE 

0125  PBICENT 

OSAUCYIATE  PUS 

BACITRACM  PUS 

PEMCRUN 

3090  GM/TON  COMB. 

PEMCRLM 

30  GM/TON 

•3539 

kokaksoni 

.0025-.005  PERCENT 

SPKKS:  CHICK 

EN  UYB 

ZOALENE 

MANGANESE  BACITRACM  PLUS 

O0S3-.O125PWENT 

•3714 

RESERPME 

0002  PERCENT 

PEMCRLM 

30-90  GM/TON  COMB. 

ZMC  •ACITRACM  . 

10-300  GA1/T0N 

•3453 

ZOALBC 

MANGANESE  BACITRACM  PLUS 

0040125  PERCENT 

SPKKS:  CHICKIN 

REPLACEMENT 

PEMCRLM 

3050  GM/TON  COMB. 

•34B0 

ZOALENE 

004.0125  PERCBIT 

•3411 

AMPROUUM 

004-025  PERCENT 

HVGROMYCMB 

•-12  GM/TON 

PEMCRUN  PUS 

PEMCRLM  PLUS 

STREPTOMYCM 

14090  GM/TON  COMB 

TYLOSM 

3.2-50  GM/TON  COMB 

•3416 

AMPROUUM 

0125-025  PBICENT 

•3537 

ZOALBC 

O0B3-.0125  PBICENT 

ETHOPMATE 

.0004  PBICENT 

ARSANRICACID 

01  PBICENT 

STREPTOMYCM 

30-50  GM/TON 

MANGANESE  BACITRACM  PLUS 

•3417 

AMPROUUM 

.0125-025  PBICENT 

PEMCRLM 

3090  GM/TON  COMB. 

ETHOPMATE 

PEMCRUN  PUS 

0004  PERCBIT 

SKCKS:  CHICKEN 

UNSPKIHED 

STREPTOMYCM 

14050  GM/TON  COMB. 

AMPROUUM 

O125-.025  PERCBIT 

•3430 

AMPROUUM 

0125-025  PBICENT 

•AOTRACM 

490  GM/TON 

KOKARSONI 

0025-005  PBiCENT 

•2121 

ETHOPABATE 

0004  PERCENT 
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4-SOGM/TON 

SOGM/TON 

100GM/TON 


MANGANCSf  BACmiACm 

HVSTATIN 

NYSTATIN 

MANCANCSf  BACtTKACIN  RUS 

KMCKUN 

NYSTATIN 

BACiniACIN  MCTHYUNf 
DISAUCYLATf  nUS 
PEMCaUN 

BACmACIN  MCTHYUNE 
DISAUCYIATE 
NYSTATIN 
NYSTATIN 

eACrTRACIN  MCTHYUNE 
DOAUCYLATE  PIUS 
PEMCaUN 

BACITRACIN  MCTHYUNE 
nSAUCYlATE 
NYSTATIN 

BACITRACIN  MCTHYUNE 
nSAUCYlATE 
SODIUM  aUORIDE 
NYSTATIN 

ZINC  BACITRACIN  PIUS 

PEMCaUN 

NYSTATIN 

ZINC  BACITRACIlEaUS 
PENICaUN 
BUTYNORATE 
PHBIOTHIAZINE 
PIPERAZINE  SUUATE 
BACITRACIN  MCTHYUNE 
DOAUCYLATE 
BUTYNORATE 
PHCNOTHIAZINE 
PIPERAZINE  SUUATE 
BACITRAON  MCTHYUNE 
DISAUCYIATE  aUS 
PEMCaUN 
BUTYNORATE 
PHCNOTHIAZINE 


3.A-SOGNUTONCOMB. 
.0004PERCBIT 
.013S-O2S  PERCENT 


B3173 


a^SOGM/TONCOMB. 

SOGAI/TON 


a^SOGM/TONCOMB. 
.0004  PERCENT 
.OOS-.OI  PERCENT 


aA>SOGAA/TONCOMB. 

4-SOGAI/TON 


a^-SOGM/TONCOMB. 
.OOS-.OI  PERCENT 


SOGMI/TON 

lOOGM/TON 


a.A-SOGAA/TONCOMB. 

4-SOGM/TON 


lOOSOOGM/TONCOMB. 
005-.OI  PERCENT 
OOSS  PERCENT 
aOOGM/TON 
.005-.OI  PERCENT 


.5-1  PERCENT 
SOGM/TON 


a.6-SOGM/TONCOM8 
.005-.01  PERCENT 


a.6-S0GM/T0N  COMB. 
100GM/TON 


a.6-SOGM/TONCOMB. 
.07  PERCENT 
.39PERCBIT 
.12  PERCENT 
4-SOGAA/TON 


SOIOOGM/TONCOMB. 

4-SOGAI/TON 

SOGAI/TON 

a.6-S0GAI/T0N 


82139 


SOGM/TON  COMB. 
4-SOGAI/TON 
lOOGM/TON 
100GM/TON 


.07  PERCENT 
.29  PERCENT 
.12  PERCENT 


a.6-SOGAI/TONCOMB. 

SOGAI/TON 


a-B-SOGM/TONCOMB. 
07  PERCENT 
09  PERCENT 


a.A-SOGAI/TONCOMB. 


PIPH1AZINE  SUUATE 
ZINC  BACITRACIN  PUIS 
PEMCaUN 
BUTYNORATE 
PHCNOTHIAZINE 
PIPERAZINC  SUUATE 
ZINC  BACITRACIN 
CHUWmRACYCUNE 
NYSTATIN 

CHLORTHRACYCUNE 

NYSTATIN 

DIENCSTROl  OlACnATE 
FURAZOUDONE 
BACITRACIN  aUS 
POBCUIIN 

OWNESTROl  DIACETATE 

FURAZOUDONE 

CHLORTHRACYCUNE 

DIENESTROl  OIACETATE 

FURAZOUDONE 

PEMCILUN 

DIBCSTROL  DIACETATE 

FURAZOUDONE 

PEMCIUINPUIS 

STREPTOMYCIN 

DIBIESTROl  DIACETATE 

FURAZOUDONE 

BACITRACIN 

DIENESTROL  DMCnATE 

CHLORTnUACYCUNE 

DIENCSTROl  DIACETATE 

CHtORTETRACYaiNE 

DIBCSTROl  DIACETATE 

FURAZOUDONE 

BACITRACIN  aUS 

PEMCaUN 

DIENCSTROl  DMCHATE 
FURAZOUDONE 
CHUIRTETRACYCUNE 
DIENESTROl  OIACHATE 
FURAZOUDONE 


PEMCaUN 

DIENCSTROl  DUCHATE 

FURAZOUDONE 

PEMCaUNPlUS 

STRUTOMYCIN 

DIENCSTROl  DIACnATE 

FURAZOUDONE 

BACITRACIN 

DIBCSTROl  DIACHATE 

FURAZOUDONE 

BACITRACIN  PUIS 

PEMCaUN 

DIENCSTROl  DIACnATE 

FURAZOUDONE 

CHIORTETRACYCUNE 

DIENESTROl  DIACnATE 

FURAZOUDONE 

PEMCaUN 

DIENCSTROl  DIACHATE 

FURAZOUDONE 

PBMCaUNPlUS 

STRnrOMVCIN 

DIBCSTROl  DIACnATE 

FURAZOUDONE 

BACITRACIN 

DIENESTROl  DMCnATE 

FURAZOUDONE 

BACITRACIN  aUS 

PBMdLLtti 

DIENESTROl  DIACnATE 
FURAZaiDONE 
CHIORTETRACYCUNE  > 
DCNESTROl  DMCnATE 
FURAZOUDONE 
PEMCaUN 

DIENESTROl  DUCnATE 

FURAZOUDONE 

PBHCaUN  PUIS 

STREPTOMYCIN 

FURAZOUDONE 

ZINC  BACITRACIN  PLUS 


aA-SOGM/TONCOMB. 

.OTPBICBrT 

J9  PERCENT 

.12PBICENT 

4-SOGM/TON 

10-SOGAI/TON 

SOGM/TON 

10-S0GM/T0N 

lOOGM/TON 

.003a-.Q07  PERCENT 

.OOOBaaRCENT 


14>S0GM/T0NC0MB. 

.0a2a-.007PERCBIT 

.(B2PERCBIT 

4-SOGAA/TON 

.00Z)-.OO7  PERCENT 

.a02PERCBIT 


a.A-SOGM/TONCOMB. 
.002a-.a07  KRCENT 
.023  PERCENT 
10-90  GM/TON 
OOZa-XlOZ  PERCENT 
.022PBICBIT 
lO-SOGM/TON  ' 
.002a-.007  KRCENT 
.032PBICBIT 


a-A-SO  GM/TON  COMB. 
j003a-007  PERCENT 
OOOB3  PERCENT 
10-SO  GM/TON 
.0QZa-X)07  PERCENT 
OOOB3PBtCENT 
10-SO  GM/TON 
003a-.007  PERCENT 
.00083  PERCBIT 


14-4-90  GM/TON  COMB. 
.0023-.007  KRCENT 
.005$  PERCBIT 
4-SO  GM/TON 
.0Q23-.007KRCBIT 
OOSSPERCBB 


14.4-SO  GM/TON  COMB. 
.0023-007  PERCENT 
Oil  PERCENT 
4-50  GM/TON 
.0023-.007  PBtCENT 
laSO  GM/TON 
[  .0023-007  PERCENT 
SO-100GAA/TON 
.0Q23-.007  PERCBIT 
Oil  PEHaNT 


3.A-S0  GM/TON  COMB. 
.0023-.007  KRCBIT 
0055  PERCENT 
lO-SO  GM/TON 
.0023-.007  PERCENT 
.0055  PERCENT 
2A-50  GM/TON 
.0023-.007  PERCBIT 
.0055  PBtCENT 


3O-S0  GM/TON  COMB. 
.0023-007  PERCENT 
.011  PBiaNT 
1OS0BAVT0N 
.0023-007  PERCENT 
.011  PERaNT 


1^4-50  GM/TON  COMB. 
.00083  PERCENT 
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■AcmuaNKus 

kmcniin 

^“TvuwimMirnwTHiAzou 

niRAZOllOOMf 

CMI.O«TniUCYCLII« 

^crrnAMiiiKMirnioTMiAzou 

hmazouooni 

KMCKimPlUS 

SnWTOMVCIN 

hmazouoone 
ZMCBACITlMCm 
RMAZOUDONi 
«OCAINI  Wdcium 
RJHAZOUOOWI 
CHU)«TFT*ACYCIINI 
I  HJRAZOUOONf 
CMUKTnRACYaiME  n.US 


3.6^  GM/TON  COMB. 
.01S-.0S  KRCCNT 
■00083  RRCENT 
I  laSO  CM/TON 

jOis-os  retcBrr 

AJOBSratCENT 


SO.KIOGMVTONCOMB. 

l-flOOBSKBCBa 

lOO-SDOCMmM 

jooonmcBiT 


14.4-80  GM/TON  COMB. 
■OtS-XBBEKENT 
-00083  PBKEKT 
lOOGWVTON 
.000B3K«CENT 
KX)  GM/TON 
■000B3KRCENT 
aOO  GM/TON 
AXnKRCENT 


100800  GM/TON  COMB. 
•00083  KBCENT 
24-80  GM/TON 
•00083  BBKBfT 
SO  GM/TON 
•00083  PERCENT 
300  GM/TON 
•00083  fERCENT 
[4-80  GM/TON 


300  GM/TON  COMB. 
00083  PERCENT 
80  GM/TON 
00083  PBtCENT 
80  GM/TON 
-00083  KRCENT 


SD-IOO  GM/TON  COMB 
00083  KRCENT 
I  SO  100  GM/TON 


OKVTETRACYCUNI 

njRAZOUDONI 

CHtORTETRACYClME 

FURAZOUOONt 

0<U)RTETRACVCUNE  KUS 

onvtetracvcune 

RMA20U00NI 

■AOTRACINmiS 

KMCRUN 

RMAZOUOONE 

MQTRACMKUS 

nacRLM 

nvgromvcmb 

MOTRACMMETHVIENI 
'  OSMXVLATE  mis 

kmcrun 


so  GM/TON  COMB. 
l-OOOBSmiCENT 
too  GM/TON 
•00083  KRCENT 


I  KX>-300GBVTON 
-00083  KRCENT 
N)0-300  GM/TON 


MO  GM/TON  COMB. 
0(22KIKBfT 


1 34-SO  GM/TON  COMB. 
OQSS  KRCENT 


34-SO  GM/TON  COMR 
[8-I2GM/T0N 


1 34-30  GM/TON  COMB. 


MCARBAZIN 
>M3TRACRimiS 
.  SBBCRUN 
NKARBAZM 
ARSMRUCACR) 
MClTlMCNimiS 
kmcrun 
mcmmazm 
SODIUM  ARSANRATE 
saqtracni  mis 
tbrcrun 
mcarbazw 

RQKARSONE 
BAOTRACBimiS  ' 
tbbcrun 

MCARBAZIN  . 
niRAZOUOONE 
■AOTRACWmiS 
SBBCRUN 
MCARBAZIN 
MTROfilRAZONE 
niRAZOUOONE 
■nOTTRACRimfi  ' 
SEMCRUN 
MCARBAZIN 
BAOTRACNI 
MCARBAZIN 
niRAZOUOONE 
CHUKTETRACVQJNE 
MCARBAZIN 
niRAZOUDONE 
ZNK  BAQTRACBI 
MHyORAZORE 
•ACITRACIN  METMVIENE 
OiSAUCVLATEmiS 

SBBCRUN 

MTMAZIOE 

OXyTETRACVCUNE 

mthuzme 

tbbcrun 

MTMAZIOE 


TBBCRUNmiS 

STRETTOMYCIN 

MTMAZIOC 

bacitracin 

MTMAZIOE 

bacitracin  mis 
kmcrun 

MTMAZIOE 

•^CITRACM  METNYIENE 
WSAUCYVATE 
MTMAZIOE 
niRAZOUOONE 
BACITRACIN 
MTMAZIOE 
niRAZOUOONE 
BACTTRACmmiS 
KMCRUN 
MTMAZIOE 
niRAZOUOONE 
CMtORTETRACYCUNE 
MTMAZIOE 
niRAZOUOONE 
kmcrun 

MTMAZIOE 

niRAZOUOONE 

fSMCRUNmiS 

STRffTOMVCIN 

MTMAZIOE 

ORORTETRACVCUNE 

MTMAZIOE 

ZmC  BACITRACIN 

mtrofurazone 

ROXARSONE 

njRAZaiOONE 

ZMC  BACITRACIN  mis 

KMCRUN 

MTRORIRAZONE 

niRAZaiOONE 

ZINC  BACITRACIN  mis 

kmcrun 

mtrofurazone 


nd-soocim/toncomb. 

-01-03  KRCENT 
•OQS-OIO  KRCENT 


>44-80  GAA/TON  COMM. 
•OI2S-.04  KRCENT 
4-80GAUTON 
OI2S-.04  KRCENT 


100-800  GAVTON  COMB 
-OI-.08FERCBIT 
OQS-OIO  KRCENT 


34GAA/T0NC0MB. 
•012S-.04  KRCENT 
'4-80GMI/TON 


I  <00-800  GAVTON  COMB. 
01-03  KRCENT 
AQS-OOS  KRCENT 


X)l2S-.04  KRCENT 
A)083FBICENT 
4-80  GAVTON 
.012S-.04FBtCENT 
AI083  KRCENT 


<00800  GAVTON  COMM. 
OI-.03  KRCENT 
•00083  KRCBO 
<00800  GAA/TON 
<38  GAVTON  AAAXIMUM 
0<-02F»CBIT 
-0086  KRCENT 
•00083  KRCENT 


34-80  GAA/TON  COMB. 
•0<2S-.04  FBKENT 
•00083  KRCENT 
<080  GM/TON 
A><2S-.04  KRCENT 
•00082  FERCENT 
1 34-80  GAA/TON 
-0I2S-X>4  FERCENT 
•00083  KRCENT 


<00800  GAA/TON  COMM. 
ZK-XBFERCaiT 
4-80  GM/TON 
jOI-X2FERC0fT 
-00083  KRCENT 
300  GAA/TON 
•01-03  KRCENT 
I -00083  KRCENT 
SO  GAA/TON 
on  KRCENT 


<4.4-30  GAA/TON  COMB. 
0<2S-OA  FERCea 
<OSO  GM/TON 
O<3S-.04FBtCENT 
4-80  GM/TON 
•0086  FERCENT 
O03S-.0OS  FERCENT 
•00083  FERCENT 


34-80  GAA/TON  COMB. 
0<2S.04  FERCENT 
SO  GAA/TON  AAAXIAAUM 
O<2S-j04  FERCENT 
24-80  GAA/TON 
0128-04  FERCENT 


3.6-80  GAA/TON  COMM. 
•00S6FBiCENT 
•00083  FnCENT 


34-80  GAVTON  COMM. 
0086  FERCENT 
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XMOGM/TONCOMB. 

X»S6l«RCIIfT 

■0a2S-ASHKBIT 

AXaSNKBIT 


14-30  GMATONCOMS. 

AMmCMT 

jOi-xaNNcarT 

GoonmcBiT 

4-SOKKBfT 

AQ-msmCBIT 


30-100  GM/TON  COMB. 

XOSOmCBIT 

■ooonKRCBa 

100^300  GMAON 

QOSOmiCfNT 

ABS-OOSKNCBtT 

ooonraicaiT 
100-300  GM/TON 
AMmCBIT 
XnaBSKRCENT 


xn36raiCBiT 
xnas-OQsreicENT 
Xn-iBKRCBIT 
00083  KNCENT 
430  GM/TON 
003-.004raiCENT 


I  lOaSOO  GM/TON  COMB. 
.OOSOTCNCENT 
OOaS-jOQSKNCBfT 
OOQB3KRCBIT 


1 1430  GM/TON  COMB. 


NrmoniRAZONC 

MTlfOBIONt 

SWTAQUINQXMJNI 

RMAZOUOONC 

BAcmiAciN  mis 

KMCRUN 

3>OIAMINO-5<MIU- 

CNUXI0mDIVl>4CTHn 

rnOMHIMt 

NtntOniRAZONE 

RMAZOUDONE 

mBciaiNmis 

sncnoMvciN 

NmunMAZONi 

ROXARSONC 

RMAZOUDONI 

KMCIUJNmiS 

STI0TOMVCIN 

NITROHIBAZONI 

niBAZOUOONE 

OKmnMCVCLINE 

MmonMAZONI 


SWFAOUMOXAUNf 

FURAZOUOONI 

CHLOmniACVCUNI 

140MMNI0-S<MltA- 

CHUMiomomwTwvi 

PVRUMNNNC 

NmtOfUBAZONI 


1430  GM/TON  COMB. 
001005  KBCENT 


OOS6miC»T 
0021.005  miCfNT 
O1-.03KNCENT 
OOOBSmKENT 
430  GM/TON 
.001.006  KRCENT 


SWrAQUmOXALINC 

FURAZOLIOONi 

zmc  McmiACiN 
IiowUhno-kpara- 

CHU)M»HBIVl>4nHYL 

PTIOMIOINf 

NrmOHIRAZONI 

ROXABSONi 

SULFAQUMOXAUNI 

HMAZOUOONI 

BACITBACINMITimBC 

DOAUCVIATS 

3.4INAMIN0-5<MRA- 

CHlOROBI«m>4CTHn 

BVBUMIOmE 

NTTBOniBAZONI 

FUBA20U00NI 

CHLORTITBACYCLINE 

NTTROFUBAZONI 

niBAZOUOONI 

OBOBirntACYCLINIBLUS 

OXYTCTBACYCUNI 

MTRORIBAZOIC 

ROXARSONI 

niBAZaiOONI 

CHlOBTnBACVCUNI 

NmUFUBAZONI 

TUBA20UD0NI 


14430 GM/TON  COMB. 
.0QS6raiCB(T 

0001005  KRcerr 

00083  KRCBIT 


OOSOmiCENT 
0001.005  PfRCENT 
01-02  mKfNT 
00083  KRCfNT 
430  GM/TON 


14450  GM/TON  COMB. 
OOSOBtRCENT 
00083  KRcmr 
SO  GM/TON 
.OOSSBERCDIT 
0021.005  miCENT 
00083  KRCENT 
SO  GM/TON 
0056  KRCBIT 
.0021.005  KRCBa 
01.02  reiCBIT 
00083  miCENT 
2430  GM/TON 
.001.006  KRCBa 


niRAZOUOONE 

OKVTFTBACVCUNE 

NITBOrURAZONE 

ROKARSONE 

SUIEAQUINOXAUNE 

RMAZOUDONE 

KMCHUN 

3,40IAIMIM)-5<RAR4 

CIR.OROflCNVl>4ETHVl 

EVRIMIOINE 

MTRORMAZONE 

ROKARSONE 

SUFAQUINOXAUNE 

EWAZDUOONE 

STR9T0MYCIN 


.0056  PERCENT 
.00083  PERCENT 
30  GM/TON 
0056  PERCENT 
00083  PERCENT 


.00S6PBICBIT 
.0031.005  PERCENT 
01 .02PERCENT 
.00083  PERCENT 
3130  GM/TON 
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CNLOnmilACVCUNE 
MTHOFMAZONE 
DONE 
OXyTETlMCYCUNE 
NnitOFURAZONE 


CNLORTnUACVCUNE  KUS 

axmniACvcuNE 

NmtOnMAZONE 


rBaauwmis 

sncrroMYCiN 

NrntOFURAZONE 

WBOMryiNf 

FUHAZOUDONE 

EBNaUMmiS 

ST10TOMVCIN 

HmtOrURAZONE 

nOKARSONE 


CHUXTETIIACVaMI 
NrmOfURAZONI 
HMAZOUDONI 
aKVTETlMCYCUNE 
NmOfURAZDNE 
DONE 

CMUXTETIMOraiNE  RIUS 

OKVmRACVaJNE 

NrraOfURAZONE 

ROKMtSONE 

FURAZOLIDONE 

ZMCIACniMCM 

NTTROFURAZDNE 


ZMCRAOTRACm 
NrraOFURAZONE 
HQXMtSONE 
FURAZOUOONE 
•ACITRACW  MHNVUNE 
DOMICVIATE 
NmOWAZDNE 


lOOGM/TON 

XnSAFERCBfT 


lOOGMATONCOMR. 
jOOS6FERCB<T 
.00003  FERCENT 

90-1KIGM/T0NC0MB. 

ilQSOFEIICENT 

jOOaS-jOOSFERCENT 


90^180  CMATON  COMO. 

jOOSAFEKENT 

ABS-jOOSFERCENT 


aOOGMATON 
X0S6  PERCENT 


ooon  PERCENT 

aOOGMATON  COMO. 
JOOS6  PERCENT 
ABS-jOOS  PBtCENT 


lOOGM/TON 
JOOS6  PERCENT 


NBGM/TON 
jOOMPERCaiT 
jOOZS-XIQS  PERCENT 


FURAZOUOONE 
OACITRACIN 
NITROFURAZONE 
FURAZOUOONE 
OAOTRAON  METHYLENE 
DOAUCVLATE 
02340  NTTROFURAZONE 


NTIROfURAZONE 
FURAZOUOONE 
PEMCHXIN 

82342  NITROFURAZONE  . 
FURAZOUOONE 

ZMC  OACITRACIN  PLUS 

82343  I  NITROFURAZONE 
IFURAZOUOONE 

I  OISAUCVIATE  PLUS 


82344  NTTROFURAZONE 
FURAZOUOONE 
OACITRACIN  PLUS 

82356  INTROFURAZONE 
RODIARSONE 
FURAZOUOONE 
OKYTETRACVCUNE 
NTTROFURAZONE 
SULFAQURIOXALINE 
FURAZOUOONE 
OKYTETRACVCUNE 
^AOIAMWO-S<PARA- 
CHU)ROPHENYl>«ETHYL 

_  PYMMIOINE 

82370 


SULFAQURKWAUNI 

FURAZOUOONE 

1 

.00003  PERCENT 
100GMAT0N 
AWPERCBTT 
J00003  PERCENT 
lOOGMATON 

.00S6PBICENT 
.0005-005  PERCENT 
J00083  PERCENT 
lOOGMATON 
0056PBRCB(T 
00083  PERCENT 
KIOGMATON 
005^  PERCENT 
00080  PERCENT 

IOO’gMATON  COMO. 
0056  PERCENT 


lOOGMATON  COMO. 
0056  PERCENT 
00003  PERCENT 

lOOGMATON  COMO. 
0056  PERCENT 
0025-005  PERCENT 
00083  PBKXNT 
aOOGMATON 
0056PERCBrr 
0075  PERCENT 


50GMATON 
00075  PERCENt 


0056PERCB(T 
00(25-005  PERCENT 
O075PENCBrr 
00003  PERCENT 


OXYTETRACVCUNE 
3.A0iAMIN0-S<PARA-  ' 
CMLOROPNBIYl>«ETHYL 


NTTROFURAZONE 
NTTROPNENRIE 
FURAZOUOONE 
aKYTETRACYOME 
NITROFURAZONE 
FURAZOUOONE 
BACITRACM  METHYLENE 
DSAUCVIATE 
NITROFURAZONE  * 
ROKMtSONE 
FURAZOUOONE 
lACniACM  METHYLENE 
OISAUCVIATE 
NTTROFURAZONE 
FURAZOUOONE 


OISMXVIATEPUIS 

PEMCRUN 

IHTROFURAZONE 


DSAUCVIATE  PLUS 


lOOGMATON 
0056  PERCENT 


0439  NmiOfURAZDNE 
FURAZOUOONE 


OBMXVIATEPIUS 

PEMCRUN 


3A-SOGMATONCOMR. 
0056  PERCENT 
0025-005  PERCBIT 


3A40GAIATONCOMR. 


FURAZOUOONE 
lACITRACMMETMVLBC 
OISAUCVIATE  PUS 
PBROUIN 


0025-005  PERCENT 


S0-100GMATONCOMR. 
0056  PERCENT 


RACTTRACM  METHYLENE 
DSAUCYIATE  PLUS 


NTTROFURAZONE 
ROKARSONE 
FURAZOLIDONE 
RACTTRAON  METHVIENE 
OISAUCVIATE  PLUS 
PEMCRUN 
NITROFURAZONE 
FUMZOUOONE 


OSMICVIATE 
NTTROFURAZONE 
ROKMSONE 
FURAZOUOONE 
RAOTRACIN  METHVIBC 
DSAUCVIATE 
NITROFURAZONE 
FURAZOUOONE 
RAOTRACNI METHYIBC 
DSAUCVIATE 
NTTROFURAZONE 
ROKARSOIS 
FURAZOUOONE 
IM3TRACIN  METHVIENE 
DSMXVIATE 
MTROFURAZONE 
lACITRACRI  METHYLENE 
DSMICYLATEPIUS 
PEMCRUN 
MTROFURAZONE 
BACITRACRI  METHYLENE 
OSAUCVIATI  PUS 
PBRCRUN 
MTROFURAZONE 
FURAZOUOONE 
BACITRACIN  METHYIENE 
OSMXVIATEPLUS 
PBRCRUN 
MTROFURAZONE 


TOO-200GM/TONCOMB. 
jOOS6  PERCENT 
XI08S-UOS  PERCENT 


100-300  GAVTON  COMB. 
jOOS6  PERCENT 


TOO-X»GM/TON 


J00S6  PERCENT 
X)025-.OOS  PERCENT 


J00S6  PERCBIT 
OOSS-XXS  PERCENT 
i)0083  PERCENT 
4-SOGM/TON 


3A-SOGMFTONCOMB. 

J0II2PBICENT 


3A-SOGM/TONCONB. 


auA^aOGMFTONCONB. 
J0056  PERCENT 
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MMAnONf 
fWAZOUOONf 
■Aonucm  MCTHYUMI 

ooMirnATiPuis 

mmciuin 

NmiORMAZONI 

WUZOUOOWI 

CMUXTITRACVaiNE 

NmnnauzoNc 

WWAZOUOOWI 

CNummiAcvcuNi 

MTKmMAZDNI 

KKMSONI 

hmazouooni 

CHUMTITRACVCUNI 

WTROMRAZONI 

ZMC  MOTMCM  KUS 

KMCIUJN 
NniOfUUZONI 
ZINC  iACmiACM  mis  ■ 

WNOUM 

NnwniRAZONI 

RMAZOUDONi 

ZMC  ■ACITRACM  Kus 

kmcium 

NnWRMAZONI 

nMAZOUDOM 

ZMCMOTIMCM 

NnNOnMAZONI 

SWMQUNIOXALMI 

nMAZOUOONI 

■ACmUCMfUJS 

ratOUM 

Z>OUNIINO-5<HWA. 

CHW»OfHBIYl>«Tim. 

mOMIOMC 

NrraonMAZONc 

SM'AOWNOKAUNI 

IRMAZOUOONC 

>ACfTMCMn.US 

KMCiaiN 


3440  QMmM  COMB. 
XQSsmmiT 
-00003  miCBtT 
KMOONimM 
■ooMmicBn 
00003  miCBIT 
lOaSOOfiM/TON 
OOUmiCBfT 

ooas-4oamicBiT 
00003  MKBa 
10-30  GM/TON 
■OQsomcaiT 


oujNmis 

SraVTOMVCM 

WmOOMBMOf 

CMUnmnucYciiNi 

WnOOMBOOC 

owesiNot  oucHAn 

OKYTintACVCUNI 

Nmwwcooi 

OCMCIUIN 
NmiOONGNIOC 
ONNBTNOI  WACnATt  ' 
mocujN 
NmnOMEMOC 
ZINC  lACmMCIN  ms 
mocojjN 
NmKMBBOC 
■AOntACIN  MCTHVUNI 
OSAUCVlATimS 
mocoiJN 
iNmiomBooc 

MANGANBI  BACITRACIN  ms 


U440GMVT0NCOMB. 
oias-ssmiCBn 
10-30  GNVTON 
0135-43  mCBIT 
-oorofKBir 
10-30  GNVTON 
0123-43  mCBa 
24-30  GNVTON 
0125-45  miCBIT 
407miCINT 
24-30  GAVTON 
0123-43  OCRCBfT 


3440  GNVTON  COMB. 
-OQSAOBICBfr 
-00083  miCBIT 
|4-30GM|TON 
-OQSAmiCBIT 
-01-42  OERCarT 
-00083  mcaiT 


34-30  GMmM  COMB. 
4125-.05KRCBn' 


1 3440  GM/TON  COMB 
403-.006miCENT 


1 3440  GM/TON  COMB. 
4125-45  KRCan 


34-30  GM/TON  COMB. 
0125-45  «RCINT 

144-30  GM/TON  COMB 
4125-05  mtCBIT 
4-30  GM/TON 


100-300  GM/TON  COMB. 


•2301  MTRORHEMOC 

•aotracm  MrnmBN 

OSAUCYIATE 
•2302  WTRORMEMOC 

_  ZINC  BACITRACIN 

•2303  NtTRORHEMH 

MANGANESE  BACITRACm 
•2304  MTROEHEMOE 
STREPTOMYCIN 
•2305  MTROPMENIOE 

OWIESTROl  OlACnAn 
CHUMTHRACYCLINE 
•2306  MTROPHEWOE 

OIENESTROI  OlACnATE 
STREPTOMYCIN 
•2307  MTROPIIENIOE 

OIENESTROL  OtACHATE 
ZINC  BACITRACIN  PIUS 

_  PENKIUIN 

■•2308  NITROPHEWOE 

OIENESTROI.  OIACETATE 
manganese  BACITRACIN  PIUS 

_ _  KMCIUM 

•2300  NITROPHEMOE 

OIBIESTROl  DIACETATE 

bacitracin  methylene 

OISAUCYLATE  PLUS 
mRCIlUN 

•2310  MTROPHENIOE 

OWIESTROl  OIACETATE 
bacitracin  plus 

PENKIUIN 

•2311  NITROPHEMOE 

DIBCSTROl  DIACHATE 
WCIUIN  PIUS 
STRBTOMYCIN 
•2312  NITROPHEMOE 

OIENESTROI  OIACETATE 

bacitracin 

82313  NITROPHEMOE 

OIBNESTROt  OIACHATE 


.013S-.0S  PERCENT 
4-30  GM/TON 


ZMC  BACITRACIN 
MTROPHEMOC 
OWCSTROL  OIACETATE 
manganese  BACITRACIN 

mtrophcmoc 

OWIESTROl  OIACETATE 
•^OTRACIN  METHYIBN 
OSAUCYIATE 
MTROPHEMOE 
OKYTETRACYCUNE 
MTROPHEMOE 
ARSAMUCACIO 
OKYTETRACYCUNE 
MTROPHBIIOE 
SOOHJMARSAMIATE 
OKYTETRACYaiNE 
MTROPHENIOE 
EURA20U00NE 
OKYmUACYCUNE 
MTROPHENIOE 
CHIORTETRACYCIINE 
MTROPHENIOE 
CHIORTETRACYCIINE 
MTROPHEMOE 
ZINC  BACITRACIN  PIUS 
PEMCRUN 
MTROPHEMOE 
ZINC  BACITRACIN 
nystatin 

PEMCKUN 

NYSTATIN 

STREPTOMYCIN 

NYSTATIN 

mN^NPlUS 

STREPTOMYCIN 

ITWIOTHIAZINE 

bacitraon 

MCOTINE 

phenotmazine 

bacitracin 

bhenothiazine 


4-30  GM/TON 
4l25-.0SPaiCENT 
.007  PERCENT 
4-30  GM/TON 
4I2S-.05  PERCENT 
.a07PERCaiT 
4-30GMI/T0N 


^125-45  PERCENT 
4-30GIM/TON 
■0125-05  PERCENT 
4-SOGAI/TON 
4125-45  PHKENT 
30-50  GM/TON 
•0125-.05  PERCENT 
007PBKENT 
50200  GM/TON 
OI25-.0SPaCENT 
1 .007  PERCENT 
3030  GM/TON 
4125-05  PERCENT 
.007PSKENT 


4SPERCBIT 
200  GM/TON 
OEPOCBIT 
■0025-41  PERCBIT 
200GAI/TON 
■05  PERCENT 
■0025-01  PERCENT 
300GAII/TON 
.OSPBKENT 
00083  PERCENT 
200  GM/TON 
4125-.02SPERCaiT 
50100  GM/TON 
■012S-.02S  PERCBIT 
100200  GM/TON 
0I2S-.02S  PERCENT 


34-50  GA^OI 
-0125-05  ibi 
■007PBKENT 


34-50  GAA/TON  COMB 
4125-05  PERCENT 
.007PERaNT 


34-50  GAVTON  CONS. 
4I2S-.023  PERCENT 
4-SOGAII/TON 
50 100  GM/TON 
2.4-30  GM/TON 
30100  GM/TON 
3050  GM/TON 
50100  GM/TON 


3.050  GAVTON  COMB. 
4125-05  PERCENT 
007PERaNT 


34-50  GAA/TON  COAAB. 
■0125-05  PERCENT 
007  PERCENT 


14.4-50  GM/TON  COMB. 
■0125- .05  PERCENT 
1 .007  PERCENT 
4-50CAVT0N 
.0125-.05  PERCENT 
■007  PERCENT 


14.4-50  GAA/TON  C0A«. 
4-1  PERCENT 
4-50  GM/TON 
43-.07  PERCENT 
4-1  PBKENT 
4-50  GM/TON 
4-1  PERCENT 
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MOTIMCM 

"WMINi  OWVDNOCHUMIH 

MCmuONKUS 

wwcimii 

r"*y**«>W«VDWOCMlO<UOf 
**CrnuCM  MtTNVUNC 

WSAUCYlAn 

****®**  ®*<Vl)IIOCMU)«IOf 
••OTMOM  *«TMVIB« 

mn 

rSMCIUlN 

yWAZINI  DtMVOWOCMtOWDt 
'  OtjOKTEHUCVn  INI 
^***®’*  ®*W)WOCMU)IBI)e 


Xd^OGMmMCQMS. 

MMdNT 
4-90  GMmM 


1440  «M/rON  COMM. 
•S-intCBIT 
10-90  6MVT0N 


1 14-90  QMmM  COMM. 
•10-.729BICENT 
10-90  GMVTON 
-10-73  roiCENT 


14-90  GMmM  COMM. 
-I0-.73  PERCENT 
440(iMmM 
-11-S3PBICBtT 
440GM/TON 


ZMCiACnRAON 

OOMJCVIATE 

?J®Ji»«**««HW)ROCMtORIOI 
•^CnOAONMIETHWaN 
OOMUCVLATE  PUB 
pbrciuin 

"|«J»«**0N0HVDR0CHU)RI0€ 
2MC  OMCtTRAON  PUB 

KMCUM 

2*J»«»«)N0liyDR0^ 

orcitrmcin 

"'WAZINI  PHOSPHATE  I 

•WHOHVORATE 
■AdTRAON 
"WOAZIHE  PHOSPHATE 
*»0N0HVDRAn 
■AOTRAONPUB 
HMCIUM 

PHOSPHATE 

*«H0H¥1>RATE 

■^OTRAOHMIETHyiEMI 


14-90  GMt/TON 
■IIPERCBIT 
l4-90GMt/TON 


1440  GM/TON  COMM 
-11.92  PERC»fT 

14-90  GAVTON  COMM. 
.11.92  PERCENT 
490GMVTON 
.21.93  PERCENT 

'49OGMVTON 
.21.02  PERCENT 


-01.07  PERCENT 
.11  PERCENT 
|4.90G«VTON 


.11  PERCENT 

490GAVTON 

-001 J7  PERCENT 

-IIPERCBIT 

4-90GNVTON 

-l-^PERCBtr 

>040GMmM 

-l-^PERCBIT 

II4.9OGNVTON 

.W-.73  PERCENT 


PBROUM 

'*®0A»E  PHOSPHATE 
•  PMMOHVDRATE 
ORORTETRACYCUNE 
"RtOABNCPHOSPHAn 
••ONOHVORATE 
ZMC  SMCITRACM  PUB 
-  penkxun 

"«*AaNE  PHOSPHATE 
»»0NOHVORATE 
■AdWACMMIETHnENI 

ohaucyute  PUB 

pbroujn 

"«AaNI  PHOSPHATE 
**0N0HVORATE 
ZRCOACITRACM 
'"WAani  SULFATE 

oaotracin 
"W0A2INE  SUlPAn 
BACITRACNIPUB 
pbrcrijn 

"WAaiN  SULFATE 

•aotracmmiethviene 

OiSAUCYUTE 
'•WAZRBSULFAn 
•ACnOACINMICTHVlENE 
OBALICVLATE  PLUS 
PBRCRLRI 
">«AZRB  SULFATE 


ROXARSONE 

HJRAZOUOONE 

ZMC  lACITRACM  PLUS 

PEMCRUN 

OOKARSONE 

njRAZOLIOONE 

OAOTRACM  PLUS 

pemcrlm 

kmarsone 

turazouoone 

•acitracmpub 

pbrcrun 

noKAftsom 

SUFAQUMOXALME 

bacitracm 

110tAMR«-S<PARA^ 

CHLOROPHENniS-ETHVl 


'<0.90GNUTON 
-»-«  PERCENT 


1440  GM/TON  COMM. 
^0031.005  PERCENT 
-00003  PERCENT 


1 14-90  GM/TON  COMM. 
.21.92  PERCENT 


14-90  GM/TON  COMM. 
O021«5  PERCENT 
-00003  PERCENT 


100-900  GMUTON  COMM. 
-0021.005  PERCBrr 
.01-02  PERCENT 
4-50  GM/TON 
001004  PERCENT 


4-90  GM/TON 
-21.05  PERCENT 
4-50GAVTON 
-21-45  PERCENT 


PVRUMtOME 

OOKARSONE 

lOlfAQUMOjdtmE 

oacitracmplus 

PEMCHiM 

HOiAMMO-KPARA^ 

CHIOROPHENVU44THVI 


.0021409  PERCENT 
01-42  PERCENT 

1 14-90  GAVTON  COMO. 
-001406  PERCENT 


34-90  GAA/TON  COMM 
01-05  PBKBIT 
4-90  GAA/TON 


RTRMAIOME 
ROXARSONE 
3U17AQUMOXALME 
HJRAZOUOONE 
bacitracm  PUB 

pemcrlm 

l40tAAMNO-KPARA 

O«OR0PHENYl>«THVl 

MHAMOMC 

ROXARSONE 

|M7A0UN«»ALME' 

pemcrlm 

2>OtAAMNO-KPARA- 

2;«>R0PHB»n>4ETHVl 


0021405  PERCBIT 
01-42  PERCENT 
■00003  PMCENT 

14-50  GAA/TON  COMM. 
■003-404  PERCENT 


14-50  GAA/TON  COMM 
1 11-.B5  PERCENT 
10-50  GAA/TON 
.21-45  PERCENT 


ORORTETRACYCUNE 
"RtRAZMI  SULFATE 
ZNIC  OACITRACM  PUB 
PBBCRLM 
'•PBRAZME  SULFATE 
ZMC  BACITRACM 
RESBMNB 

ORORTETRArvriMff 

RESOPME 

ORORTETRACVCLNN 

[RESERPME 

chlorietracycune 


14-50  GAA/TON  COMM. 
.21-45  PBKWt 
4-50  GAA/TON 
0001  PERCENT 
10-50  GAA/TON 
-0001  PERCENT 
91K»  GAA/TON 
0001  PERCENT 
100-300  GAA/TON 


«»21X)05  PERCENT 
ai.43  PERCENT 
24-50  GAA/TON 
Xn3-.004  PERCENT 


kPYMAAIOME 
ROXARSONE 

suipaqumoxalme 
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nMAZOUOONt 

MMCIUIN 

2>0IAMIN0-S<MIU- 

cmu>«««nyi>«tmvi 

pvmmiomi 

MKAKSOM* 

Mf^NOXAUNI 

stmptomvcin 

»«AMINa.S<MRA. 

CHU»0»Wm>^tTMVl 

mhmiomi 

flfftfOUCMM’ 

SM'AQUNQXAUNI 

RMAZOUOONI 

STWTOMVaM 

CM«*0««IYI>^€TMVI 
mUMHMNE  ' 

WKARSOItf 

WlMQUmOXALMI 

CMUXTITIMCYCLINI 

2.4INAMmo.S<MIU- 

0«»««IVl>«TMVl 

PnbMiOMi 

wkarsonc 

SUI^AQUINOKAIJNI 

nMAZOUOONI 

CNUXTHRACYOINI 

2>OMMiNO.S<MIIA- 

O«»0««IVl>«THVl 

“^i^TONl 

SUfAQUHKBUUIC 

ZMCBACmMCM 

2>0IAMIN0«<MIU- 

0<U)WmBIVl>«TMVl 

^niMMOWI 

rqxAKONI 

OVAOUMOXAUNI 

fUMDUOONI 

ZMCMOTMCM 


A)083raiCBtT 

2^30GMI/TON 

•OOS-AMrfKBfT 


2>44HAMINQ.54MIIA. 

Q»owomo>vtM<Twn 

nrMMIOME 
KXAItSOm 
SWfAQUMOXMJNi 
■AOTMON  MCTMVUNI 

mmucviate 

2>«tAMMO-5<MIU^ 

CMU»OmtMVl>«TMn 

PVWMNNNf 

MMARSONI 

OAfAQUMOXAUNI 

nMAZOUOONI 

■ACmMONMETHYUNE 

OOAUCVUTt 

2>OtAMMO-5<MM- 

CH«»0««VI>«TMVI 

rVMMIOMf 

MKARSONI 

mmqumoxalmi 

hirazduooni 

tAOTRACIN  ' 
3>«AMIM0.5<PAIIA- 

PVnMNNNI 

kkarsoni 

SAfAQUMOXAUNI 

OKVrnRACYCUNI 

2>«AMIN(V5<W«A^ 

a*0«»MBIVl>«THVl 

rVMMMXNI 

NOKARSOMi 

SUlMOUMOXAUNi 

hmazduooni 

CKYTniUCVOJNI 

t*wmmo-s<!fMiAr 

o*u»o»«n>«THyi 

nUMMOMI 

nKARSONi 

RMAIOJCXMI 


•002s-joas  rfKarr 

■OI-AraiCBfT 

20-SOGM/TON 

xxn-AMPoicBn 


4-SOGAVTON 


«l2S-A>9raiCBn 

x)i-«wicBa 

■ooonmcBfT 

30406M/T0N 

AX)-.006KIICENT 


^WS-OOSWKBIT 

AI-iBraiCDIT 

axwkkent 

4-90GMVT0N 


ABS-MSraiCfNT 

■OI-iBKKENT 

'lO-SOGM/TON 

An-AMPEKBIT 


^0025-005  reiCBfr 
•0»-«WICBfT  . 
AX»KIICBa 
4-90GM/TON 
AD-AMKKBrr 


■002S-X)OSKIICa«T 
■0I-.Q3  WKMT 
•00083  KKBIT 
lOOOGM/TON 
■003-AMKIICENT 


AI2S-A>SKIIC[NT 

•OOTSWCfMT 

30GM/TON 

AXITSPEKBIT 


ABS-XnSKRCBIT 
-OI-.0B  KKBfT' 
4-SOGAVTON  * 
'«»--006««CENT 


•00S6KNCENT 

■OOTSKNcan 

xnoBsmcBfT 

SOGM/TON 

ASTSraiCENT 


Ads-xos  mCBIT 
XI-XOWWXT 
Axnraican 
4-90G«A/TON 


MCmiACM  METHVUNi 

DOAucYunmis 

8B8CIUM 

MKARSONI 

njRAZOUOONI 

■ACmiACMMETMVUNI 

wsAuoruTmus 

kmciuin 

MKARSONI 

nMAZOUOONE 

motracmmethvlm 

nsAucYUTimis 

8BRCIUIN 
MKARSONI 
MIAQWNOXAIJNI 
■ACmuCM  PLUS 
kmciuin 

2>IXAMtNaMPARA- 

0<WMPHOIVl>«TMVl 

PVRUMOINI 

MKARSONI 

mbaounoxaune 
njRAZOUOONI 
■ACITRACIN  PUIS 
kmchun 

2,A0IAMIN0-5<PARA- 

aKOROPI«IVi>^tTMVl 

PnOMtONC 

SOOMMARSAMIATI 

zmciacitracinpuis 

roiciujN 

SOORIMARSAMLAn 
lACITRACM  PUIS 
PEMCKUN 

monimarsankate 
lACITRACM  PIUS 
PBRCNIM 

sodnimarsannate 
lACITRACM  MCTHVmE 
MSAUCYIATEPUIS 


pbncujn 
mommarsankati 
■AOTRACM  METHVUNI 
nSAUCVUTE  PUIS 
PBRCRUN 
SOONIMARSANNATE 
■ACITRACM  METMVUNI 
nSAUCVlATE  PUIS 
PIMCIUM 

mkpaoumoxauni 

PBNCIUM 

aXKAAIMOSCPARA- 

OHU)ROPMOIVl>«mYl 

fTRUMIOME 

SMMOUMOXAUNI 

str»toniycm 
2A-0IAMM0-5<PARA- 
CHUMOPNBin>«TKn, 
PVRMHOME 
MLPAOUMOXAUNE 
•  CMLORmRACVCUNI 
l4«tAAIM0-5<PARA^ 
CHU>ROPNBIVl>«TMYl 
PVRMHOME 
mlpaqumoxauni 
21NC  lACITRACM 
2>0IAMM0-S<PARA- 
CMU)MPHOIVl>«Tim 
PVRMHDIMf 
SmPAQUMOXAUNI 
lACITRACM  MITHVIENI 
OISAUCVIATE 
2>OIAMINO-S<PARA 
CMU)NOPHOIVl>^nHVl 
PVRMUOME 
SWfAQUMOXAUNE 
■ACITRACM 
140IAAMNO-5<PARA 
CHU)ROPMINVl>«THVl 
PVRMUOMI 
SUPAQUMOXALME 


XA40GAUTONCOMB. 
X05-X1  POICBIT 


3A40GAI/T0NC0MI. 
«)a5-.00$P«CBIT 
•OOQRl  PERCENT 


SO-IOOGAUTONCOMI. 

^XIPBICBfT 


SO-IOOGM/TONCOMI. 
XOU-jOQS  PERCBIT 
-00083  PERCaiT 


100-200  GM/TONCOMI. 
I -0075  PERcarr 
2A-SOGAUTON 
•00075  PERCENT 


100-300  GMITONCOMI. 
•0005-005  PERCENT 
•0075PBICENT 


•0075  PERCENT 
30-50  GM/TON 
■00075  PERCENT 


100-500  GM/TON  COMI. 
00075  PacENT 


IO075PBICENT 
1O50GM/TDN 
•00075  Pncsn 


lOOSOO  GM/TONCOMI. 
-00075  PERCENT 


O075PnCENT 
4-50GM/T0N 
-00075  PERCENT 


.005-.0I  PERCENT 


.0075PBICENT 

4-50GM/TON 


3040  GM/TONCOMI. 
•005-01  PERCENT 


SOIOOGAVTONCOMI. 
•OOS-  OI  PERCBn 


0075PERCBrr 
U-SOGM/TON 
•00075  PERCENT 


100500  GM/TONCOMI. 
005-.OI  PERCMT 
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34-30  GM/TON  COMB. 
iX»-.(»6retCB<T 


KMcnxm 

2.4«IAMiNO-S<MIIA- 
CHUM)omem>4<TMn 
pnaMiomE 
SULfAQUmOXALINI 
S004UM  ARSAMIATC 
BACITRAONmiS 
PBBCIUIN 

2.4I>IAMIN0-S<PMIA- 

CHUM0BMBm>4€THYL 

PVMMiOtME 

SUUAQUmOXALINE 

HMAZOLWONf 

BACmMCINn.US 

RMCIUIN 

2,4«IMMN0-5<MRA- 

CHUMOn«NVl>4CTHYL 

PnUMIOtNE 

SUlFAOUtNOXMJNt 

axymRACvcuMi 

2,4OIAMIN0-5<MIIA- 

CMUOROBH0IV134CTMYI 

fYDUMUNNE 

SWFAQUMOXAUNE 

CHU)ltTFniACVCIJNin.US 

OKVTETIMCYCUNI 

2,44>IAMINO-S<MIIA- 

CHlOM)meNVl>4CTHVl 

PVMMKMNE 

SUIFAQUMOXAUNI 

rEMCBUN 

^44>MMIN0-5CMIIA- 

CHumowicwvu^cTwn 
PVUMMOtNE 
SmMQUINOXMJNI 
ARSAMUC  ACIO 
KMCIUJN 

2.4  0>*MIW0-»(BABA- 
CMioiiowiarw^Twn 


4-SOGMVTON 
4I2S-J02S  KRC0IT 


34-30  GM/TON  COMB. 
X)03-.006  KRCBIT 


34-30  GM/TON  COMB. 
jOI-XSKRCBn 
4-SOGM/TON 
.a03-.006KitCENT 


34-30  GM/TON  COMB. 
003-.006KRCENT 


jOI-ABERCBIT 

.oos-jOI  KRcarr 

4-SOGM/TON 

G03-.006KitCENT 


X>1-iSKRCmT 
AK-  OI  KBCENT 
4-30GMVTON 
003-006  PERCENT 


O1-0S  PERCENT 
00083  PERCENT 
4-30  GM/TON 
008^006  PERCENT 


01-.C9PB(CENT 
X4-30  GM/TON 
003-006  PERCENT 


01-.aS  PERCENT 
005-01  PERCENT 
24-30  GM/TON 
003-006  PERCENT 


34-30  GM/TON  COMB. 
003-006  PERCENT 


10-30  GM/TON 
.003-006  PERCENT 


01-08  POICENT  - 
.OOS-.01  PERCENT 
10-30  GM/TON 
.003-006  PERCENT 


01-08  PBICBrT 
00083  PERCENT 
14-30  GM/TON 
003-006  PERCENT 


01-08  PERCENT 
OOOB3PB)CBIT 
ia30  GM/TON 
003-.a06PCRCBIT 


01.08  PERCENT 
30-30  GM/TON 
003-.006PB(CENT 


01-08  PERCENT 
4-30  GM/TON 
003-006  PERCENT 


O1-.08  PERCENT 
006-01  PERCENT 
4-30  GM/TON 
003-006  PERCENT 


01-08  PERCENT 
003-01  PERCENT 
30-30  GM/TON 
.003^006  PERCENT 


01-08  PERCENT 
003-.01  PERCBIT 
4-30  GM/TON 
.003-.006  PERCBIT 


01 -.08  PERCENT 
00083  PBICENT 
4-30  GM/TON 
003-006  PERCENT 


01-08  PERCENT 
003-01  PERCENT 
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BACITRACIN  MCTHYLENE 
(HSAUCYIATE 
2,4«(AMIN0-S<MRA- 
CHlOIIOfMENVI>frCTHVl 
rTRIMIONC 
SmfAQUINOXAUNE 
ARSANHIC  ACID 
BACintACIN  METHVLCNE 
DUAUCYIATI 
2.4«IAMIN0-S<RARA- 
CHU)ROmeiVI>6{THVI. 
PVRUMIONK 
SUIFAQUINOXALINC 
SOOWMARSANKATI 
BACITRACIN  MFrMYlBC 
MSALICYLATf 
2,AOIAMINO-V(RARA- 
CHlOK>PHfNVlV6«Tim 
PVRIAMDINE 
SULFAQUINOXALINE 
BACITRACIN 
2.4«AMIN0-S<RARA- 
CHLOK)fHDIVI>4{THyi 
PVRIMIDINI 
SWfAQUNOXAUNE 
ARSANIUCACK) 
BACITRACIN 
2,AI>IAMINaV(FARA- 
CHlO«>n«m>^CTHYL 
PTRIMIDINC 
SUUAQUINOXAUNE 
SODIUM  ARSAMLAH 
BACITRACIN 
2.A0IAMIN0-S<PARA- 
CHL0R0mENYI>6{THYl 
PVRIMIOINE 
SUTAQUINOXALINI 
FURAZOUOONE 
BACITRACIN 


4-30GM/TON 


2>l>IAMINO-S<PARA- 
CNtONORHCNVI^ACTHn 
rVRIMIOINC 
SULFAQUmOXAUNE 
ARSANHXACIO 
CKVTETRACYCUNC 
2,AOIAMiNO-5<PARA- 
CH10K)RHENVI>6«THVI 
PTRIMIOINE 
SULFAQUINOXAUNE 
SODIUM  ARSAMLATi 
OKVmRACYCUNI 
2,AOIAMINO-S<RARA- 
CHU)NORH0m>4«THVl 
PTRIMIDME 
SUUAQUINOXAUNI 
FURAZanONE 
OKVTETRACYCUNE 
2.AOIAMINO-5<PARA- 
CHUMtORHENVI^frCTHYl 
PYRIMIDINE 
SUIFAQUINOXAUNI 
BACITRAON  METHVUNE 
DISAUCVLATE 
SWFAQUINOXALINE 
BACriRACIN  METHVIENE 
DISAUCYIATE  PIUS 
PBNCIUIN 
SULFAQUINOXALINE 
BACITRAON  METHYLENE 
DISALICYIATEPUIS 
PBNCRJJN 

2,AOIAMINO-S<PARA- 
CHlOWIPHENYI>6{THYL 
PYRIMIDINE 
SULFAQUINOXALINE 
PROCAINE  PEMCILUN 
SULFAQUINOXALINE 
FURAZOLIDONE 
CHLORTETRACVCUNE 


.OOTSPQICOn 
OOS-QI  PERCENT 
SOGM/TON 
0007S  PERCENT 


.01-.02  PERCENT 
.OOS-.OI  PERCENT 
4-SOGM/TON 


OOTSPERCBa 
.OQS-QI  PERCENT 
SOGM/TON 
JOOTSPBtCBIT 


.01-.aQ  PERCWT 
.00S-.O1  PERCENT 
4-SOGMITON 


007S  PERCENT 
.GOOBSPOaNT 
SOGM/TON 
OOOTSPOCENT 


jOi-.(q  percent 

4-SOGM/TON 
.003-.006  PERCENT 


033-.10PERCB«T 

4-SOGAA/TON 


.01-02  PERCENT 
.005-01  PERCENT 
4-SOGM/TON 
.OO3-.OO6PERC0(T 


3O-S0GM/T0N 
.01-.a2  PERaNT 


.01-.02  PERaNT 
.005-01  PERCENT 
4-SOGM/TON 
.003-.006  PERCENT 


X640GM/TONCOMB. 

.0aO-.0O6PERCBn 


012S-.G2S  PERCENT 
2.4.S0GM/T0N 
OOTSPERCBIT 
00083  PERCBIT 
200GM/TON 


01-02  PStCBa 
.00083  PBICENT 
4.S0GM/T0N 


2.40IAMIN0-5<PARA- 
CHLOROPNENYI>AETHYl 
PYRIMIDME 
SULFAQUINOXALINE 
FURAZOUOONE 
ZINC  BAaTRACM 
2.40tAMIN0-5<PAIIA- 
CHLOROPMENYL>«ETNYL 
PYRIMIDINE 
SULFAQUINOXALINE 
FURAZOUOONE 
CHLORTCTRACYaiNE 
2,4DIAMIN0-5<PARA- 
OILOROPNENVI>44THYl 
PYRIMIDINE 
SUUAQWNOXAUNE 
FURAZOUOONE 
CHLORTnUACVCUNE 
2.4OIAMIN0-5<PARA- 
CHL0R0PHENYI>6^THYL 
PYRIMIDINE 
SULFAQUINOXALINE 
FURAZOUOONE 
PBaOLUNPlUS 
STICPTOMVCM 
SULFAQUINOXAUNE 
CHLORmHACYaiNC 
^4DIAMIN0-5<PARA- 
CHLOROPNENYI^BOHYL 
PYRIMIDINE 
SULFAQUINOXALINE 
ZmC  BACITRACIN 
SULFAQUINOXALINE 
BACITRACIN  PLUS 
PEMCILUN 

2,4DIAMIN0-5<MRA- 
ONOROPHENYL>«{THYl 
PYRIMIDME 
SULFAQUINOXALINE 
SOOHIMARSAMUTE 
BACITRACM  PLUS 


PENKNIIN 

2,4«IAMIN0-5<PARA 
CMLOROPmNVT>»ETHYL 
PYRMMOME 
SULFAQUINOXALINE 
FURAZOUOONE 
BACITRACM  METHYLBK 
OISAUCYLATE 
2>0IAMM0-5<PARA 
CMLOROPMCNYL>^<TWYL 
PYRIMIDME 
SULFAQUMOXAUNE 
FURA^mOONE 
BACITRACM 
2,44>IAMM0-5<PARA- 
CHlOROPHe«YI>A4THYL 
PYRIMIDME 
SULFAQUMOXALME 
FURAZOLIDONE 
PEMCILUN 

2>0IAMIN0-5<PARA. 
CHLOROPMBIYL>«{TMYL 
PYRIMIDME 
SULFAQUMOXALME 
FURAZOUOONE 
CHLORTETRACVCUNE  PLUS 
OKYTETRACYCUNE 
2>OIAMMO-5<PARA- 
CHLOROPIIENYl>4ETHYl 
PYRIMIDME 
SULFAQUMOXALME 
FURAZOUOONE 
BACITRACM  METHYLENE 
DISALICYLATE 
^4DIAMM0-5<PARA. 
CHLOROPHENYLVB^THYL 
PYHMIOME 
SULFAQUMOXAUNE 
PIPERAZINE  PHOSPHATE 
MONOHYDRAH 


0075  PERCENT 
.00083  PERCBIT 
SOGAI/TON 
.00075  PERCENT 


.0075  PERCBIT 
.00083  PERCENT 
100GM/TON 
.00075  PERCBIT 


14.4-SOGM/TONCOMB. 
00075  PBICENT 
SO-100GM/TON 
.00075  PERCBIT 


200  GM/TON  COMB. 
.00075  PERCENT 


.0125-025  PERCBIT 
4-SOGM/TON 
.0075  PERCENT 


1OO-S0O  GM/TON  COMB. 
.00075  PERCENT 


.0075  PERCBIT 
O05-.0I0  PERCBIT 
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lownn- 

CAIION 


83499. 


■ACITRACM  METHVIM 
mSALICYLATE  mis 
rSKHiJN 

2.4«IMMINO-S<9MtA- 
ONXWOmBIVO^CTHYl 
mtlMICMIC 
ZOMBC 
AUSANIUC  ACIO 
MCniMCM  METHYLENE 
nSAUCVlATTRUS 
9B8CIUJN 


SPKKS: 


80059 

80QS8 

80089 


FU8AZ0UD0NE 

aO(YTET8ACVCUNE 

OKYTETIIACYCUNE 

SUfAQUNOKAUNE 

aXYTETItACVCUNE 

SULEAQUINOKAIJNE 


SPECKS: 


8004S 


ARSANUCACIO 

aKVTETMCVCUNE 

HmtORJRAZONE 

ARSAINUCACIO 

OKYIETMCVOINE 


80082  ARSANBXAOO 
NVCaOMYONS 
OKYimACVOME 
80094  ARSMMUCAQO 
WRMBONI 


80018 


FUOAZOUOONE 

QKYTETRACVCUNI 

•KJT8ACM 


ramH. 

CATION 

ONUG 

OgSAOC 

THVROmOTEm 

300GNUTON 

80019 

BACITRACIN 

2SGM/TON 

XA-SO  CM/TON  COMO. 

9ENKILLIN 

2SGM/TON 

00075  9BKXNT 

THVR09R0TEIN 

aOOGM/TON 

80020 

BACITRAaN 

lOOGAVTON 

TMVROntOTEIN 

aOOGAUTON 

OI2S-J01089EIICENT 

80031 

BACITRAdN 

SOGAUTON 

jOIFBKENT 

FEMCRim 

SOGM/TON 

THVROPROTEIN 

30OGM/TON 

80113 

BACITRACIN  FLUS 

XA-SOGM/TONCOMO. 

FEMCHXIN 

100  GM/TON  COMB. 

EURAZOUOONE 

XXXKSFERCENT 

L&BtT 

HVQNQMYCINB 

13  GM/TON 

80133 

BACITRACIN  METHVIBC 

1050  GM/TON 

OISAUCVIATE 

ROXARSONE 

.002S-.a07SFBICENT 

10GM/TON 
lOGM/TON  - 
.IfOICENT 

10GNVT0N 

iSSKRCENT 

FURAZOLIDONE 

jOOOBSFERCENT 

HVCROMYONB 

12  GM/TON 

MTROFURAZONE 

OOSAFERCENT 

80154 

BACITRACIN  METHYLENE 
OISAUCYLATE 

ROXARSONE 

50-100  GAVTON 

0035-0075  FERCENT 

FURAZOLIDONE 

.00083  FOICBIT 

IWINE 

HVGR0MYCIN8 

12GAA/TON 

80155 

BACITRACIN  METHYLENE 

SO-KX)  GM/TON 

OISAUCYLATE 

OQS-jOI  FaCBfT 

aOQCAftSOMF 

OQ2S-.007SFERCENT 

ISOGM/TON 

FURAZOLIDONE 

00083  FERC0IT 

.OOSAFERCENT 

HVCROMYONB 

12  GM/TON 

jODS-jOI  KOCENT 

NTIROFURAZONE 

OOSAFERCENT 

1SOGM/TON 

80158 

BACITRACNI  METHYLENE 

OISMICVIATE  FLUS 

005-01  FBtCEHT 

FEMOLUN 

a»100GAA/TONCONtt. 

I2GM/TON 

ARSANHJCACR) 

005-01  FERCENT 

SOOGM/TON 

HVCROMYONB 

12GM/T0N  V. 

005-01  9BICENT 

801A1 

BAOTRAON  METHYIBC 

0025-0075  FENCBIT 

DISMJCYLATE  FLUS 

011FBKENT 

FBNOLUN 

SO-MB  GM/TON  COMB. 

100GNVTON 

SOONJMMBMBIATE 

005-01  FERCENT 

SOGM/TON 

HYGROMVONB 

13GAA/T0N 

MHim- 

CAHON 

ilMR 

OOMOE 

80148 

RAOTRACM  METHVLBC 

DOAUCVLATEFUIS 

FOBCRUN 

50^100  GAA/TONCOAM. 

■tBKAMQNi 

j0025-j007S  FBICBfT 

nuTfinfiwr 

J000B3  FBCENT ' 

HYGROMVCMB 

13  GM/TON 

NmtOFURAZONE 

jOOSA  FERCENT 

80233 

BAOTRACNI  METHYLENE 
nSAUCYlATEFLUS 

FEMOLUN 

10-50  GAA/TON  COMB. 

FWERAZRIE 

AFERCENT 

80233 

BAOTRACRI METHVLBK 
OSAUCVLATEFLUS 

FENOLUN 

10-50  GM/TON  CONIB. 

A-1  FERCENT 

BOBAA 

BAOTRACNI  AAETHVIENE 
OISMICYIATE 

10-50  GM/TON 

FMRAZME 

AFERCENT 

80257 

BAOTRACNI  METHYLENE 

W-50  GAA/TON 

DISMJCYLATE 

. 

SOCNUM  FUICMOI 

A-1  FERCENT 

80273 

BAOTRAON  AAETHVIBC 
OISALICYIATE 

SO  GAA/TON 

FURAZOLIDONE 

00083  FBKBIT 

HYCROMVCMB 

12  GM/TON 

80277 

BAOTRAON  METHYLENE 
OISMICYLATI  FLUS 

FEMOLUN 

FURAZOLIDONE 

SO  GAA/TON  COMB. 
00083  FBKENT 

HYGROMYONB 

12  GAA/TON 

80379 

BAOTRACNI  METHVLBC 
nSMICVlATEFUIS 

FEMCRUN 

100  GAA/TON  COAM. 

FURAZOUOONE 

00083  FERCENT 

HYGR0A4YCNIB 

12  GAA/TON 

80281 

BAOTRACNI  METHYLENE 
nSMICYLAn 

1O-S0  GAA/TON 

FURAZOUOONE 

00083  FERCENT 

HVCROMYONB 

12  GAA/TON 

801 52 

ZMC  BAOTRACNI 

50-100  GAA/TON 

■amn- 

CAWM 

ONM 

OOIMI 

HOKARSOMI 

J008S-007S  FERCENT 

FURAZOUOONE 

jOOOBSFERCENT 

HVGR0AAVCNI8 

12GAI/TON 

MTROFURAZONE 

JOOSA  FERCENT 

80157 

ZMC  BACriRACM  FLUS 

FEMCRUN 

SO-WO  GAA/TON  COMB. 

MISAANLICACIO 

J0Q5-O1  FERCENT 

HYCRONIVCMB 

13GAk/TON 

80140 

ZMC  8ACITRACM  FLUS 

FEMCRLM 

50-100  GM/TON  COAAi. 

SOONIM  ARSAMLATE 

jOOS-OI  FERCENT 

HVCROAAYCMB 

12GM/T0N 

80153 

ZMC  8ACITRMM  FLUS 

FEMCRUN 

SO-KX)  GM/TON 

J0035-007S  FERCENT 

NYGROMVCMB 

12  GM/TON 

80166 

ZMC  8ACITRACM  FLUS 

FEMCRUN 

50-100  GAA/TON  COMB. 

WOftiiMOWC 

jOOZS-OOTS  FERCENT 

FURAZOUOOIC  * 

XXX)83  FERCENT 

HVCROAAYCMB 

12  GM/TON 

MTROFURAZONE 

jOOSA  FERCENT 

80336 

ZMC  8ACITRACM  FLUS 

FEMCRUN 

10-50  GM/TON  COMB. 

MCOTME 

jOOO.07  FERCENT 

FHENOTMAZME 

J-IOFERCBIT 

80238 

ZMC8ACITRACM 

lOSOGAI/TON 

MCOTME 

J03-J07  FERCENT  — 

SOORWAFLUORiOE 

JFERCENT 

SOONIM  SULFATE 

2FCRCENT 

80241 

ZMCBACITRACM 

1050  GM/TON 

SOONIM  auomoE 

3-IjOFERCBIT 

80343 

ZMCBACITRACM 

1050  GAA/TON 

FIFERAZME  OWYDROCHLORIDC 

.18-.73  FERCENT 

80343 

ZMCBACITRACM 

1050  GM/TON 

FIFERAZME  FHOSFHATE 

.23-.92  FERCENT 

MONOMYORATE 

80244 

ZINC  BACITRACM 

1050  GAA/TON 

FIFERAZME  SULFATE 

JI-JS  FERCENT 

80345 

ZMCBACITRACM 

1050  GAA/TON 

FIFERAZME  MONOHYDROCHLORIOE 

.I2-.S3  FERCENT 
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ZHC  MaTIMC;»J 
BUTYNORATC 
neiOTHIAZINC 
nKRAZMK  SULfATE  . 
ZMC  MCITIMCIN  KUS 

KMCaUN 

FURAZOUDONI 
HYGNOMYCINB 
ZmC  BACITlMCm 
RMAZOUOONI 
HVGM>MYCINB 
ZMC  BACmiACIN 

FURAZOUOONE 

HVGAOMVCMB 

NmtOfUBAZONE 

CHUXTETRACYCUNI 

OKTinRACvami 

CHUmnUACYCUNI 

AKAMUCACIO 

OXrTETKACVCUNE 

CMUXTCTRACYCUNI 

SOnUMARSANNATC 

aXYTETRACVCUNE 

CHUMtimACYOINI 


10-50  GM/TO»( 

X>7RIIC8a 

.3BKBCENT 

.umtcarr 


^.92KIKXNT 
10-50  GAVTON 
^•JSraKENT 
10-50  GM/TON 
XI00B3«aiCBIT 
10-50  GM/TON 
jOQ2S-XX)7SKRCBIT 
GOOBSKBCEWT 
XnSBRRCBIT 
50-100  GAVTON 
JX)2S-.007SKMCB(T 
ja0a835BtCENT 
AWKRCBa 
KOGOOGAtnON 
jooas-joanKKBn 
JOOOB3PERCBIT 
jOOSOKRCBfT 
10-50  GAI/TON 
AB5-X07SKBCBIT 
jOOOBSKBCENT  v- 
50-100  GAI/TON 
jOOOS-jOOTSKNCBIT 
AUBSKRCOff 
1&S0  GAI/TON 
J-tJOraiCBIT 
XOOBSraKBIT 
12  GAI/TON 
10-50  GAI/TON 


100  GAI/TON  COAIB. 
.000B3WICENT 
12GAI/T0N 
10-50  GAI/TON 
jOOOBSWiCaiT 
12  GAI/TON 
10-50  GAI/TON 
Xn2S-X»75KNCENT 
XOOBSraiCENT 
12  GAI/TON  ' 
X1Q56KKENT 
lOOGAI/TON  ' 

100  GAI/TON 
100  GAI/TON 
X05-A1  mCENT 
100  GAI/TON 
100  GAI/TON 
A15-01  PERCENT 
100  GAI/TON 
100  GAI/TON 
ABS-jOOTSraiCINT 
100  GAI/TON 
100  GAI/TON 
Atf-XII  PERCBIT 
100GAI/TON  - 
100  GAI/TON 
AiaS-i»7SPERCBn 
MB  GAI/TON 
1040  GAI/TON 
0025-0075  PERCENT 
OOOB3PERCBIT 
12  GAI/TON 
0056  PERCENT 
N>40  GAI/TON 
.IB-.72  PERCENT 
M>-SO  GAI/TON 


90-270  GAI/TON  COAIB. 
OOOB3  PERCENT 
I2GAI/T0N  ' 
K1-50  GAI/TON 
0025-0075  PERCENT 
OOOB3  PERCENT 
12  GAI/TON 
0056  PERCENT 


4590  GAI/TON  COAIB. 
.005-01  PERCENT 
12GAI/T0N 


0025-0075  PERCBTT 
Oa083PERCENT 
12  GAI/TON 

50  GAI/TON  AIAMAVJAI 
0056  PERCENT 
0025-0075  PERCENT 
00083  PERCENT 
12  GAI/TON 
50150  GAI/TON 
OOS6P«CENT 
O025-.aO75PBICENT 
OOOBSPnCBfT 
12  GAI/TON 
500  GAI/TON 
0056  PERCENT 
0025-0075  PERCENT 
.00083  PnCENT 
12  GAI/TON 
0056  PERCENT 
HVSO  GAI/TON 
.0025-0075  PERCENT 
.005-01  PERCBTT 
.011  PERCENT 
MB  GAI/TON 
.00S-.O1  PERCENT 
150  GAI/TON 


4590  GAI/TON  COAIB. 
.0025.0075  PERcarr 
I2GAI/T0N 


fURAZOUDONE 

MVGROAIVCMB 

OKYTETRACYCUNE 

NTTROFURAZONE 

RQXARSONE 

PURAZOUOONE 

HVGROAIVCINB 

OKyTETRACYCUNE 

NTTROrURAZONE 

ROXARSONE 

HMAZOUOONE 

HVGROAIVCINB 

NTTROFURAZONE 

STII0TOAIVCIN 

ROXARSONE 

SOONJMARSANiLATE 

FURAZOUOONE 

OKVTETRACYCUNE 

SOONJAIARSAMLATE 

OKYTnRACVCUNC 


4590  GAI/TON  COAIB. 
00250075  PERCENT 
00083  PERCaa 
12  GAI/TON 
.0056Pa>CEMT 


90-270  GAI/TON  COAIB. 
.005.01  PERCENT 
12  GAI/TON 


90-270  GAI/TON  COAIB. 
.00501  PERcan 
12  GAI/TON 


90-270  GAI/TON  COAIB. 
.00250075  PERCENT 
.00083  PERCENT 
12GAI/T0N 
0056FaiCENT 
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nstnn. 

CAnoM 

OMIG 

OOSAOf 

MIHOniRAZONE 

.OOSAFMCENT 

80046 

SOONNW  ARSAMLATt 

EOS-jOI  FCRCENT 

OgnTETRACVClNC 

KKM 

1SOGM/TON 

80090 

SOnUM  ARSANHATC 

jOOS-jOI  FERCENT 

HVGII0MVCM8 

13GM/TON 

OXmTRACYaMC 

SOOGM/TON 

SPKKS:  TURKEY 

UNSPEOFIED 

8418S 

ACnYLAMMO^HTROTHIAZOU 

.OISFERCBIT  ' 

STHmOMVCm 

30-50  GM/TON 

84174 

AMMOUUM 

MANGANESE  8ACrniACIN  FlUS 

jO12S-j0a5  FBXBIT 

FB8CIUJN 

3A-S0  GM/TON  COMB. 

84213 

AMMOUUM 

.0125-035  FERCENT 

stheftomycin 

30-50  GM/TON 

84214 

amfuouum 

reaCILLINKUS 

.0125-035  FERCENT 

STDEFTOMYCIN 

14A^  GM/TON  COMB. 

84215 

AMMOUUM 

0125-035  FERCENT 

BAOniACIN 

4-50  GM/TON 

84216 

AMMOUUM 

0125-035  FERCENT 

BAcmiAciN  mis 

KWC1UJN 

3A-»  GM/TON  COMB. 

84003 

ARSANAIC  ACM) 

RACITRACIN  METHYLENE 
OISAUCYLATE  FLUS 

005-.010  FERCENT 

KMOILIN 

50-100  GAI/TON  C0M8. 

84039 

ARSANNJCACIO 

.005-010  FERCENT 

OAcrruACiN 

4-50  GM/TON 

ACETYLAMMO^NTROTHIAZOii 

.015  FERCENT 

84090 

ARSANHX  ACID 

BACITRACM  FlUS 

.005^.010  FERCENT 

FB8CIUJN 

100-500  GM/TON  COMB. 

84146 

ARSANHX  ACn 

RACITRACMFUIS 

005-010  FERCENT 

FENXHUN 

30-50  GM/TON  COMB. 

84166 

ARSANHX  ACID 

BACITRACM  FUlS 

005-.010FBXENT 

nmn. 

CATMM 

OiUG 

FEMCHUN 

50-100  GM/TON  COMB. 

84276 

ARSANHX  ACID 

005-01  FOCENT- 

AMMO  NITROTHIAZOU 

.05-10  FERCENT 

OKYTETRACYCUNE 

200  GM/TON 

84343 

ARSANHX  ACID 

BACITRACM  METHYLENE 

005-01  FERCENT 

DISAIXYLATE  FLUS 

FENXHLM 

100-200  GM/TON  COMB. 

84410 

ARSANHX  ACID 

BACITRAaN  METHYLBIE 
DISAIXYLATE  FlUS 

005-01  FERCENT 

FENXHJJN 

3.6-50  GM/TON  COMB. 

ACETYLAMMONITROTHIAZOU 

015  FERCENT 

84424 

ARSANHX  ACID 

BACITRACIN  METHYLENE 
DISALICYLATE  FLUS 

005-.01  FERCENT 

FENXHLM 

30-50  GM/TON  COMB. 

ACETYLAMRKMHTROTHIAZOU 

XISFERCBIT 

84431 

ARSANHX  ACID 

005-01  FERCENT 

BACITRACM  METHYLENE 
DISAIXYLATE 

4-50  GM/TON 

ACETYLAMIN04NTR0THIAZ0U 

05 FERCENT 

B4SB1 

ARSANHX  ACID 

ZMC  BACITRACM  FlUS 

005-01  FERCBIT 

FENXHUN 

30-50  GM/TON  COMB. 

84618 

ARSANHX  ACID 

2MC  BACITRACM  FLUS 

005-01  FQtCBIT 

FeHCHUN 

30-50  GM/TON  COMB. 

ACETYLAMMO4NTR0THIAZOU 

015  FERCENT 

85077 

ARSANHX  ACM) 

ZMC  BACITRACM  aUS 

005-.010  FERCENT 

FENXHUN 

30-50  GM/TON  COMB. 

ACETYLAMMO4HTR0THIAZOU 

.05FERCBfT 

84038 

BACITRACM 

4-50  GM/TON 

ACETYLAMM04HTROTHIAZOLE 

015  FERCENT 

84069 

BACITRACM 

4-50  GM/TON 

NYSTATM 

50  GM/TON 

84070 

BACITRACM  aUS 

FEMCHUN 

3.6-50  GM/TON  COMB. 

NYSTATM 

50  GM/TON 

84071 

BACITRACM 

4-50  GM/TON 

loaiTvt- 

CATIOM 

OMIG 

ffpyiOf 

neim. 

CATNM 

DRUG 

100  GM/TON 

84616 

ZHK  BACITRACIN  aUS 

84072 

BACITRACM  aUS 

FBHCHUN 

30-50  GM/TON  COMB. 

FEMCHUN 

30-50  GM/TON  COMB. 

NYSTATIN 

SO  GM/TON 

NYSTATM 

100  GM/TON 

84617 

ZHK  BACITRACIN  aUS 

84193 

BACITRACM  FLUS 

FENXHUN 

30-50  GM/TON  COMB. 

FBHCHUN 

30-50  GM/TON  COMB. 

NYSTATM 

100  GM/TON 

ACETYLMMNO4HTR0THIAZOU 

015  FERCENT 

84744 

ZMC  BACITRACM 

4.S0GM/T0N 

84175 

MANGANESE  BAOTRACM 

4-50  GM/TON 

NYSTATM 

100  GM/TON 

NYSTATM 

SO  GM/TON 

84746 

ZMC  BACITRACM  aUS 

84176 

MANGANESE  BACITRACM  aUS 

FENXHLM 

30-50  GM/TON  COMB 

FEMCHUN 

30-50  GM/TON  COMB. 

ACETYLAMM04HTR0THIAZ0LE 

GSFBKBIT 

NYSTATM 

SO  GM/TON 

85073 

ZMC  BACITRACM  aUS 

84177 

MANGANESE  BACITRACM 

4-SOGA1/TON 

FENXHLM 

30-50  GM/TON  COMB. 

NYSTATM 

100  GM/TON 

ACETYLAMMOMITROTHIAZOU 

015  FERCENT 

84178 

MMtGANESE  BACITRACM  FLUS 

84388 

8UTYN0RATE 

J07FERCBIT 

FEMCHUN 

30-50  GM/TON  COMB. 

- 

FHENOTMAZME 

09FBICENT 

NYSTATM 

100  GM/TON 

FIFBIAZME  SULFATE 

.12FERCBIT 

84406 

BACITRACM  METHYIBH 

BACITRAON  METHYLENE 

4-50  GM/TON 

DISAIXYLATE  FLUS 

DISAUCYLATE 

FBHCHUN 

30-50  GA1/T0N  COMB. 

AUOO 

8UTYN0RATE 

07FBKBIT 

NYSTATM 

SO  GM/TON 

FHENOTHIAZME 

.29  FERCENT 

84407 

BACITRACM  METHYLENE 

4-50  GM/TON 

FIFBIAZINE  SULFATE 

.12FBXB(T  < 

DISAUCYLATE 

BACITRACM  METHYLENE 

NYSTATM 

SO  GM/TON 

DISAUCYLATE  FLUS 

6440B 

BACITRACM  METHYLENE 

FENXHUN 

30-50  GM/TON  COAMi 

DISAUCYLATE  FLUS 

84465 

BUTYNORATE 

03FERCBIT 

FEMCHUN 

30-50  GM/TON  COMB. 

ZMC  BACITRACM  FLUS 

84409 

BACITRACM  METHYLENE 

4-50  GM/TON 

FBHCHUN 

30-50  GM/TON  COMB. 

DISALXYLATE 

DNNTRODIF 

OOFERCBIT 

NYSTATM 

100GM/TON 

ENYISULFONYLETHVUNE 

85105 

BACITRACM  METHYLENE 

- 

DIAMME 

'  DISAtXYlATE  FLUS 

SULFANITRAN 

XOFERCBIT 

FEMCHUN 

30-50  GAI/TON  COMB. 

84782 

BUTYNORATE 

07 FERCENT 

ACETYLAAHNOMTROTHIAZOU 

015  FERCENT 

FHENOTHIAZME 

OFFERCBIT 

85107 

BACITRACM  METHYLENE 

FIFERAZINE  SULFATE 

.12FBXENT 

DISAUCYLATE  aUS 

ZMC  BACITRACM  aUS 

FEMCHUN 

30-50  GM/TON  COMB. 

FENXHUN 

30-50  GM/TON  COMB. 

ACETYLAMMDMTROTHIAZOU 

05 FERCENT 

B4I91 

CHLORTETRACYCLME 

laSO  GM/TON 

85108 

BACITRACM  METHYLENE 

4-50  GM/TON 

ACETYLAMINO4HTR0THIAZ0U 

015FSXENT 

DISAUCYLATE 

84534 

CHLORTETRACYCLME 

10-50  GM/TON 

ACETYLAAUNOMTROTHIAZOU 

jOSFBXBIT 

NYSTATIN  ' 

SO  GM/TON 
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CHlORTITIIACVajNE 

NVSTATM 

CHLONmiMCVaiNE 

AOTYlAMINCMNTItOTHIAZOU 

MecsmoL  oucHAn 

FURAZOUDONE 
BAcmiAcm 
DtCNESTNOl  DtACCTATE 
CHtORmHACVaiNI 
DteCSTItOL  04ACETATE 
CMLORTETRACYCUNE 
MBCSTKN.  DMCHATI 
CMumniiACYaiNc 
OtBCSTROl  MACHATE 
RMAZOUDONE 
BACmtACM  PLUS 

Amciuin 

D»CSTM)l  MACnATI 
FMAZOUOONE 
CMEORTETRACVaiME  ■ 
OtBCSTKN.  MACnAlE 
RMUZOUDONE 
PCMCiaiN 

DKNESTKN.  DUCCTATE 

RMAZOUDONE 

BACmiACM 

Dtecsnioi  MAOTATE 

RMAZOUDONE 

■ACmiACM  PIUS 

PBtCIUJN 

DtENESrm.  OMOTATE 

RMAZOUDONE 

CHUMTETIIACYCUNE 

OMNESTNOlOMCnATE 

RMAZOUDONE 

PEMCIUM 

DKNBTIKN.  OIACCTATE 
RMAZOUDONE 
PEMCHUNPIUS 
STMPTOMVCIN 
DKMSTNOi  OlACnATE 


10-50  GNUTON 
100GMATON 
l»SOGM/TON 
•lOPERCBIT 
.0(B3-XI07  PERCENT 
.00083  PBICENT 
4-SOGAVrON 
.0083-.007  PERCea 
IO50GM/T0N 
0023-.007  PERCENT 
50-100  GM/TON 
.0Q23-AI7  PERCBIT 
100-200  GM/TON 
.0023-.007  PERCENT 
00083  PERCBIT 


RMAZOUDONE 
BACITRACIN 
DKNESTROL  DIACnATE 
RMAZOUDONE 
BACITRACIN  PUIS 
PEMCRUN 

DIENESTROl  DIACnATE 

PURAZOUOONE 

CHUMTETRACYCUNE 

DIENESTIIOL  DIACnATE 

PURAZOUOONE 

PORCIUIN 

DieiESTROl  OIACHATE 

PURAZOUOONE 

PEMCRUN  PUiS 

STREPTOMYCIN 

DCNESTROL  DIACETATI 

PURAZOUOONE 

BAOTRACM 

D««STRM  OIACHATE 

PURAZOUOONE 

CHiORTETRACYCUNE 

OIBIESTROl  OMCHATE 

PURAZOUOONE 

PEMCRUN 

DIENESTROl  OtACXTATE 
PURAZOUOONE 
PEMCRUN  PUIS 
STREPTOMYCIN* 
PURAiOUeONE 
BACITRACIN  METHYIENE 
DISAUCYIATE 
PURAZOUOONE 
BACITRACIN 

ACETYIAMIMMHTROTHIAZOU 

PURAZOUOONE 

BACITRACM 

PURAZaHIONE 

BACITRACIN  PUIS 

PBHCRUN 

PURAZOIRIONE 


002  PERCENT 
4-50  GM/TON 
0a03-.007  PERCENT 
.033  PERCENT 


GM/TON  COMB. 
0033-007  PERCBIT 
Oa3PBKBIT 
10-50  GM/TON 
.0083-.007  PERCENT 
OZZPBtCENT 
2.4-50  GM/TON 
.0033-.007  PERCBIT 
022  PERCENT 


85210 


8S3T2 


14.4-50  GM/TON  COMB. 
0023-.007  PERCENT 
OOS6PBICENT 
4-50  GM/TON 
O0Z3-.007  PERCBIT 
.0055  PERCBIT 
10-50  GA1/T0N 
.0023-007  PBICBIT 
.0055  PERCENT 
^4-50  GM/TON 
O0S3-.007  PERCBIT 
0055  PERCENT 


3- A-50  GM/TON  COMB. 
.0033-007  PERCENT 
00083  PERCENT 
10-50  GM/TON  ' 
.0033-.007  PBtCENT 
.00083  PBiCBIT 
2.4-50  GM/TON 
.0033-007  PERCBIT 
OIIPERaNT 

4- SO  GM/TON 
0033-.007  PERCENT 
Oil  PERCBIT 


BS135 


85217 


30-50  GM/TON  COMB. 
.0033-007  PERCBIT 
Oil  PERCENT  ’ 
10-50  GA1/T0N 
.0033-007  PERCaa 
.011  PERCENT 
4-50  GM/TON 
.0023-.007  PBKENT 
on  PERCENT 


l4O-Se'GM/T0NC0M8. 
.0033-007  PERCENT 


200  GM/TON  COMB. 
OOZPBICBa 


30«  GM/TON  COMB. 
.00083  PERCENT 


3050  GM/TON  COMB. 
0055  PERCENT 


14.4-50  GM/TON  COMB. 
OOOB3  PERCENT 


1A4-S0  GM/TON  COMB. 
O1S-.0S  PERCBIT 
00083  PERCENT 


3050  GM/TON  COMB. 
.00083  PERCBIT 
10-50  GM/TON 
.00083  PERCBIT 
2050  GM/TON 
.00083  PERCBIT 


100-500  GM/TON  COMB. 
Oil  PERCBIT 
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14.4-90  GMVTON  COM*. 

.00S4KKCBIT 

XX)0B3KKtNT 


STi^OM¥Cm 

MTROFIMAZONE 
FURAZOUDONE 
•ACITRACm  METHVIBK 
OISAUCVIATC  KUS 
KMCHUN 
WTROHWAZONE 
HNUZOLIOONi 
•ACITRACm  METHYLENE 
OISALICVLATE 
MTROnmAZONE 
SULfAQUmOXALINE 
FURAZOUOONE 
BACITRACIN 
2,44>IAMINO-S<FARA- 
CHLORORHENVl>BrrHYL 
PYMMIOINE 
MTROFURAZONE 
KWARSONE 
SUIFAQUINOXALINE 
FURAZOLIDONE 
BACITRACIN 
2,40IAMIN0-S<RARA- 
CMLORO>IICNV1>fr€THYL 
PYWMIOHIE 
MTROEURAZONE 
SULFAOUINOXALINE 
FURAZOLIDONE 
BAOTRACINMIS 
FEMCRUN 

2,4OtAMIN0-S<RAIUL 
CH10K)FHENVI>6ETHVI 
PYRUMIOINE 
MTROFURAZONE 
ROXARSONE 
SULFAOUINOXALINE 
FURAZOLIDONE  , 

BACITRACM  FUlS 
FBRCILUN 


ZINC  BACITRACIN  FLUS 

FEMCKUN 

MTHULZIOE 

BACORACM 

MTHIAZlOE 

BACITRACIN  FUlS 

FEMCRUN 

MTMAZlOE 

OXYTETRACVCUNE 

Krrn;A?tD€ 

MTMAZIDE 

BACITRACM  METHYLENE 
OtSAUCYLATE  FLUS 

POeCKiJN 

MTMAZlOE 

BACITRACM  METHYLENE 
DISAUCYLATE 
MTHIAZlOE 
FURAZOUDONE 
BACITRACM 
MTMAZlOE 
CHLORTETRACYCUNE 
MTMAZlOE 

ZINC  BACITRACM  FLUS 

FEMCRLM 

MTMAZlOE 

ZMC  BACITRACM 

MTMAZIOC 

FURAZOUDONE 

BACITRACM  FLUS 

FEMCRUN 

MTMAZlOE 

FURAZOUDONE 

CHLORTETRACYCUNE 

MTMAZIOC 

FURAZOliOONC 

FBBCRUN 

MTMAZKIE 

FURAZOLIOONC 

FPflOLUNFLUS 


3.6-50  GAL/TON  COMB. 
j0I2S-j04FERCENT 
4-90GM/TON 
0125-04  FERCBIT 


90-100  GM^ON  COMB. 
.OOS6FERCENT 
00083  FERCENT 
SO-IOOGM/TON 


3.650  GM/TON  COMB. 
.0125-04  FERCENT 
SOGM/TON 
.0125- j04  FERCENT 
2.4-50  GM/TON 
0125-04  FERCENT 


.0056FBtCBn 
01-.a2  FQtCCNT 
00083  FERCENT 
4-90  GM/TON 
003-.006  FERCENT 


30-50  GM/TON  COMB. 
0125-XWFERC0IT 
4-90  GM/TON 


0056FERCBn 
00a5-.005  FERCENT 
01-03  FERCENT 
00083  FERCENT 
4-50  GM/TON 
.003-006  FERCENT 


0125-XMFnCENT 
O00B3  FERCENT 
4^  50  GM/TON 
0125-04  FBICENT 
10-50  GAL/TON 
0125-04  FERCENT 


30-90  GM/TON  COMB. 
0125-04  FBKBIT 
4-50  GM/TON 
0125-01  FBtCENT 
.00083  FERCENT 


30-90  GM/TON  COMB. 
003-006  FBtCBa 


3050  GM/TON  COMB. 
0125-04  FERCENT 
.00083  FERCENT 
10-90  GM/TON 
0125-04  FERCENT 
.00083  FOCENT 
10-50  GM/TON 
0125-04  FERCENT 
OOOB3  FERCENT 


85127 


FURAZOLIDONE 
OKYTETRACYCUNE 
MTROFURAZONE 
FURAZOUDONE 
CMORTCTRACYCLME  FLUS 
OKYTETRACYCUNE 
MTROFURAZONE 
FURAZOUDONE 
FEMCRUN  FLUS 
STR9T0MVCIN 
MTROFURAZONE 
FURAZOUDONE 
OKYTETRACYCUNE 
MTROFURAZONE 
FURAZOUDONE 
CMORTETRACYCLINE  FLUS 
OKYTETRACYCUNE 
MTROFURAZONE 
FURAZOUDONE 
ZMC  BACITRACIN 
NTROFURAZONI 
FURAZOUDONE  ' 
BACITRACIN 
MTROFURAZONE 
FURAZOLIDONE 
BAdTRAON  METHYLENE 
OISALICVLATE 
MTROFURAZONE 
FURAZOUDONE 
FEMCRUN 
MTROFURAZONE 
FURAZOUDONE 
ZMC  BACITRACM  FLUS 
FEMCRUN 
MTROFURAZONE 
FURAZOUDONE 
BACITRACIN  FLUS 
FBNCRUN 
MTROFURAZONE 
FURAZOLIDONE 
AMINO  MTROTHIAZOLE 


2.4T>IAA/>.!NC 

'  CNLOROFNENYI36ETHYL 
FVRIMIOINE 
MTROFURAZDNE 
FURAZOUDONE 
BACITRACM 
MTROFURAZONE 
FURAZOUDONE 
BACITRACM  FLUS 
FEMCRUN 
MTROFURAZONE 
BACITRACM  FLUS 
FEMCRUN 
MTROFURAZONE 
BACITRACM  FLUS 
FEMCRUN  ^ 
MTROFURAZONE 
FURAZOUDONE 
BACITRACM 
NnWEllRAZONE 
FURAZOUDONE 
BACITRACM  PLUS 
FEMCRUN 
MTROFURAZONE 
FURAZOUDONE 
BACITRACM 
MTROFURAZONE 
FURAZOUDONE 
BACITRACM 
MTROFURAZONE 
FURAZOUDONE 
CNLORTETRACYCUNE 
MTROFURAZONE 
FURAZOUDONE 
CNLORTETRACYCUNE  FLUS 
OXYTETRACVCIME 
MTROFURAZONE 
FURAZOUDONE 
CNLORTETRACYCUNE 
MTROFURAZONE 


3B-90  GM/TON  COMB. 
XB1 12  FERCENT 


3A-90  GM/TON  COMB. 
ja056  FERCENT 
OOOBS  FERCENT 
4-90  GM/TON 
J0056FERCBIT 
00083  FERCENT 


3.6-90  GAL/TON  COMB. 
OOS6F«CENT 
OOOB3  FERCENT 
4-50  GM/TON 
oo56Facen 
00083  FERCENT 
50^100  GM/TON 
.0056  FERCENT 
00083  FERCENT 
50  GM/TON 
0056  FERCENT 
00083  FOCENT 


.0056  FERCENT 
00083  FQICENT 
100  GM/TON 
0056  FERCENT 
00083  FERCENT 


50  GM/TON  COMB. 
0056  FERCENT 
.00083  FERCENT 
100  GM/TON 
0056  FERCENT 
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14.440  GM/TON  COMB. 
joostmaa 
GoonmcBiT 
10-90  GM/TON 

xwwiceiT 
GOonraiciNT 
90-100  GMmM 
0096KllcaiT 
GoonmcsiT 
lOaaOOGMHON 


loo-aoo  GM/TON  COMB. 
XXMtfCBCiNT 

ooonraicBiT 

100-300  GM/TON 


3.M0  GM/TON  COMB. 

•OoonmcBiT 


3440  GM/TON  COMB. 
jOnSKBCENT 


NmOMBAZONI 
BNOTBACNI  METMnBK 
OISMJCYIATEHUS 
TBBOUM 
NmiOrUBAZDNE 
rUBAZDUOONE 
BACnHACM  MCTHYLBN 
OISAUCVIATC 
MTtOnmAZONt 
niBAZOUOONf 
ZMCIACITUCM 
MTROnMAZONI 
ZINC  BACmiACIN  HUS 
PBBCIUM 
MTBOrUltAZONC 
zmc  BACITRACBI  HUS 
KMCBUN 
NmnRMAZONE 
SMMiQUINOXAIJNC 
fUKAZOUOONC 
BACmiACMHUS 
HMCIUIN 

3,40IAMINO-S<TARA- 

CHlOIOn«NViy44THVl 

mUMIOINI 

MTBOHICNIOf 

BACITBACBt 

MTBOHICNIOf 

BOTAHONf 

HMAZOUOONC 

OXYTnRACYClINI 

MWOHICNIOC 


•OOSACBICfNT 
OOOB3CCKENT 
4-90  GM/TON 
.Om-039  HRCBIT 


34-50  GM/TON  COMB. 
OSmCEHT 


3440  GM/TON  COMB. 
0113  KBCBIT 


34-90  GM/TON  COMB. 
0129-039  CBICfNT 
440  GM/TON 
OS  KBCBIT 
4-90  GM/TON 
90-100  GM/TON 
X440  GM/TON 
90-100  GM/TON 
30-90  GM/TON 
0-1  KBCBIT 
4-90  GM/TON 
O3-.07  KBCBIT 
0-1  KBCBIT 
4-90  GM/TON 
0-1  KBCBIT 


34-90  GM/TON  COMB. 
.0094  KBCBIT 
OOTSraiCBIT 
00083  reiCBIT 


100-900  GM/TON 
.00075  KBCBIT 


.0129-039  KBCBIT 
4-90  GM/TON 
.0129-09  KBCBIT 
O029-O0S  raiCBIT 
.000B3  mCBIT 
300  GM/TON 
0129-029  KBCBIT 


34-90  GM/TON  COMB. 
03-.07  KBCBIT 
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nONOTHUZMI 
■AcmMCMn.us 
NNN3UJN 
mnOTNIAZINf 
MOIMCM  MfTHnM 
ooAucvun 
MCOTMI 
metoTWAZiNf 
■ACmiACM  MCTHVIM 
MSMICYlATt 
'  MWOTMAZMI 

nSAUCVUTIPUIS 
n«ciuM 
MCOTMI 
maOTHUZME 
•*ciT»ACM  MinraBK 
MSMJCYunnus 
mmoum 

nCMOTNIAZMI 

air  •AcmiACM  hus 

IBKIUM 

MCOTMI 

mnoTNuaNi 

aNCMOTRACMflUS 

kmoum 

MCNOTNUaNI 

aNctAcmucM 

WBUaNI 

■AOnMCM 

WWMtfMI 

OXYTETIMCYCUNI 

WBUaNI 

roodUM 

OMYIMOCMtOMOl 

MCmuCM 

"»«Aair  oMvoKooroMoi 
motracmiius 

kmoum 

WHvonooroiuoi 


3^GM/T0NC0M1. 

p-lIRCINT 

|4-S06NOTON 


•03-J)7«»CIIIT 

■3-imnNT 

I4-SOGM/TON 


a^SOOMOTONCOMS. 
.I•-.73IIKINT 
10-30  CM/ION 
■'•-■TamciNT 


3- ««>GM/T0NC0MI. 
.10^.72  mciNT 

4- SOGM/TON 
-is-jamciNT 
4-SOGM/TON 
.IVS3l«CINT 
1 4-SOGM/TON 


34-SOGM/TONCOMa. 
■08-07  SINCINT 
■S-IIBKINT 


■ACITRACM 

MONOMVDUOCHIOMOI 
OACITIMiCM  MITMVUNI 
OiSAUCYlATI 

'•'51:^  MONOMVDNOCMIOMOI 
OACITRACMMfTimCNI 
oisMicviATi  nus 
ibncium 

WfW^aNIMONOKVDNOCHlOMOl 
I  arc  MCITMCM  PUIS 
tbncium 

MONOHVDNOCHtOMOl 


aO-SOGM/TONCOMi. 

■a-IKKINT 


aO-SOGM/TONCONM. 

•Oa-.07KKBfT 

-3-IRKINT 


ao-SOGM/TONCOMI. 
■18-02 IBKINT 


3000  GM/TON  COMO. 
-l3-.S27CirBIT 
4-30GM/T0N 
■W-TamciNT 


aoOOGM/TONCOMG. 
-3-1  snaNT 
4-SOGM/TON 
■ai-osmcaiT 
4-SOGM/TON 
-I-.4SIKINT 
lO-SOGM/TON 
-lOKKBfT 
X4-SOGM/TON 
■l•^■72IBICtNT 
1 4-SOGM/TON 
-lO'-TaiBICBIT 


aNCGACITMCM 
arERAaNimosnuTt 
mononvorah  ~ 

■AOTRACM 
"^KOaNI  MIOSfHATI 
MONOMVDRATI 
MOTlMCMmiS 
kmcium 

aWWaNI  PHOSMMTI 

monomvdrati 
■•otimon  MinmiNi 
I  ooMJCviAn  mis 

7IMCIUIN 

WRAaNUHOSSHATI 

monohvdrati 


O50GM/T0N 

-23-.92miCINT 


|3o-sogm/toncqms. 

■2a-.92mKINT 


laO-SOGM/TONCQMI. 

.i«-.72mrwT 


laO-SOGM/TONCONM. 

■23-.92miCiNT 


CMLOUmRACVCLINI 
aWAZMI  moSPHATl 
MONOHVnUTI 
aNC  BACITMCM  mis 

IBNQUJN 

w«AaNi  mosmATi 
MONOHVDRATt 
84CITIIACM  MITHyiBK 
mSAUCYlATI 
"WAZMI  mOSINATl 

monomvdrati 
aNCRACITRACM 
"TBIAZINI  SUfATI 
■ACITRACM  mis 
moCNiJN 
WWAaNISUUATI 
•ACITRACM  MCTMVIINI 
OISAUCYLATI 
ailRAZRtf  SULMH 
■ACITRACM  MITHVIINI 
OISAUCYLATI  mis 
KMCRUN 
aiWAZRII  SUlf ATI 
CHLORTITRACYCLINI 

■wwAaNisuuAn 
air  BACITRACM  mis 
ibncilun 

"WABNISUMTI 

aNCRACITRACM 

lEMCHiJN 

ACnyLAMRIO  NTTROTHIAZOtt 

■PROLUNmiS 

STR9T0MVCM 

^“TYIAMMONITROTMIAZOU 

WRCIUMmiS 

STRmOMVCM 

^^^^^^'AMNRMRTROTMIAZOU 

msuPMi 

■AOTRACM 


10-SOGM/TON 
03^-92  miCBIT 


KSOmNC 

MANGANISI  RAOTRAON  mn 

kmcrxin 

irsiRnNi 

MANGANISI  RACITRACIN 
RISIRMNt 
HMCNUN 
RISIRPINC 

chlortitracvclini 
RiscimNi  . 
CHlORTITRACYCLINt 
RISIRPINI 

CHLORTITRACYCLINI 

KSIRMNC 

aNCRACITRACM 

RISIRPINI 

aNC  RACITRACIN 

ROXARSONI 

TURAZOUOONI  • 

RACITRACIN  MCTHYUNI 
OISAUCYLATI  PLUS 
IBNCNUN 
ROXARSONI 
TURAZOUOONI 
RACITRACIN 

ACCTYLAMINOMTROTMIAZOLI 
ROXARSONI 
SUlTAQUINOXALINi 
RACITRACIN 
2,40IAMINO-S<PARA- 
CHLOROPHBm>«THYl 
RYRIMIOINC 
ROXARSONI 
TURAZOUOONI 
RACITRACIN  PLUS 
TBNCIUIN 
ROXARSONI 
TURAZOLIOONI 
ammo  NITROTHIAZOU 
OXYTITRACVCLINI 
ROXARSONI 


X6-S0GM/T0NC0NM. 
■0002PlirBIT 
4-SOGM/TON 
-0001  PIRCINT 
2.4-SOGM/TON 
■O0O02-.O0OI  PIRCaiT 
10-SOGM/TON 
■00002-.OOOI  PIRCBfr 
SO-IOOGMUTON 
■00003-.0001  PIRCINT 
100-200  GM/TON 
00002  POriNT  ' 
4-SOGM/TON 
-0001  PIRCINT 
4-SOGM/TON 
■0025-.00S  PIRCINT 
000R3  PIRCINT 


'XA-SOGNUTONCOMR. 
-23-.92  PBICINT 


4-SO  GM/TON 


4-SO  GM/TON 
-2l-.aS  POCBIT 


3A-S0  GM/TON  COMR. 
■2I-.RS  PIRCINT 
kSO  GM/TON 


3A-S0GAI/T0NC0MR. 
.21-45  PBICINT 
10-SOGM/TON 
.21-45  PIRCtNT 


SOIOOGAVTONCOMR. 
O02S-.005  PIRCINT 
00003  PIRCINT 
4-50  GM/TON 
015  PIRCINT 
.OQ2S-OOS  PIRCINT 
01-02  PBriNT 
ASO  GM/TON 
OO3-.006PIRCBIT 


30-50  GAA/TONCOMR. 
01-45  PIRCINT 
ASOGAVTON 
2. ASO  GM/TON 
015  PIRCINT 


14.AS0  GM/TON  COMR 
015  PIRCINT 


144-50  GMmiN  COMR 
OS PIRCINT 
0001  PIRCINT 
ASO  GM/TON 
0001  PIRCBfT 
ASO  GM/TON 


30-50  GM/TON  COMR. 
0025-.005  PIRCINT 
-00083  PIRCINT 
05-.1  PIRCINT 
200  GM/TON 
0Q2S-.00S  PIRCINT 
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SWfAQUINOXAUNI 

OXmTMCYCLmE 

2>l>UMINO-S<MIIA- 

CMlOW)nCNVl>4«THVl 

PVMMIOmi 

ROKAItSONI 

SWFAQUINCIXAIJMI 

FURA2OU00NI 

OXYTntACVaiNI 

2.«l>IAM)NO-S<PM(A- 


XOTSKHCENT 

SOGMVTON 

XnOTSKMCBIT 


xn&xns  KNCBIT 
OOTSraiCBIT  ^ 
xxxmmicBiT 
SOGM/TON 
.00075  mcBa 


CHUMUnCNYlM^THYl 


84348 


84412 


8441$ 


84429 


84460 


84624 


PVmMKMNI 
ROKARSONC 
FURAZOUOONI 
BACiniACMMETHVIBC 
■  DISALICYlAn  n.us 
MMOaiN 
lOTXAinOWf 

BACmtACM  MCTHVIBC 
0ISAUCYIATE91US 
KMCRUN 

ACnVLAMNKMNTMnMUZOlf 
ROXARSONf 
FURAZOUDONI 
BACmtACMMFnfrLBC 
OISAUCYLATI KUS 
KMCIUJN 

ACnYUWMN04«TR0THIAZ0U 

wtxAinowf 

RMAZOUOONf 
8AaTRACINMCTHyiM 
OtSAUCYlATC  91US 
KMCIUM 

ACETYLAMWO^antOTMAZOU 
HflX/MTiONf 
niRAZOUDONi 
BACmtACm  MITHYlBa 
DISMJCYIATI  HUS 
HMCItUN 
BOXARVIWf 
HMAZOUOONE 


GOSS-XXtSKNCBIT 
.00083  KKENT 


100-200  GMVTON  COMB. 

oobs-joos  HRcan 


3.6-50  GM/TON  COMO. 
OISraiCiNT 
XXX25-.005  KKENT 
00083  KKBH 


30-50  GM7TON  COMB. 
015  KKENT 
0035-005  KKENT 
.00083  ratCENT 


30-50  GM7T0N  COMB. 
.OSEOCBIT 
.0035-005  KKENT 
00083  KRCENT 


30-50  GM/TON  COMB. 
.0035-00$  KKENT 
00083  KKENT 


84040 

84091 


84147 


84167 


8KITRACM  METimBC 
OBMJCVIATEHUS 
KMCIUJN 

SOOtUM  MBANBATE 
BAOTRKW 

KEmAMMOMmOlHIAZOU 

SOOMMARSAMtATE 

BAOTRACMHiB 

KMCIUM 

SOONIM  AltSANNAlE 

BACnilACMnilS 

KMCIUM 

SOnUMARSAMUTE 

BACniKMmiS 

KMCRJM 


84344 

84411 


SOPWM  l*iB5j*lll1  ATT 
BACniKM  METMVIEK 
OOAUOriATEHUS 
EBBCIUM 
SOONIM  ARSAMLATE 
BAOTRACM  METNVUNE 
OSAUCVIATEHUS 


84456 


hmtrim 

ACETVIAMRO4NTII0TMAZ0U 
SOONIM  ARSMHUTE 
BAOTRKM  METMVlfK 
DSMJCVlATEnUS 


SOONIM  ARSAMLATE 
ZMCBAOTMCMHUS 


84619 


SOONIM  ARSANNATE 
2MC  BAOTMCM  HUS 


84045 


ACETYIAMRNMNnUTINAZOU 
SUMQUINQKALRK 
BAOTRACM  ^ 

^OOIAMMO-SIRMA- 
CIN0R09MENV13OE1NVI 
HfRMBOME 


50-100  GM7TON  COMB. 
005-01  KRCENT 
4-50GAVTON 
015  KRCENT 
005-01  mCENT 

100-500  GM/TON  COMB. 
005-01  KKBIT 

3A«  GM/TON  COMB. 
005-01  KRCENT 

50-100  GM/TON  COMB. 
005-01  KRCENT 


100-300  GM/TON  COMB. 
.005-01  KRCENT 


30-50  GM/TON  COMB. 
OUmCENT 
005-01  KRCBIT 


XO50  GM/TON  COMB. 
005-01  KRCENT 

30-50  GM/TON  COMB. 
005-01  KRcaa 

30-50  GM/TON  COMB. 
015  KRCENT 
O1-.a0  KRCENT 
4-50  GM/TON 
003-006  KRCENT 


mNT»V 

CATKM 

MU6 

DOSAfii 

ZMC  BACnRAON  PUIS 

PBKNUN 

30-50  GM/TON  COMB. 

ACCTVLAMINO4NTR0rMAZ0U 

01SFBICENT 

84641 

J003S-005  KRCENT 

FURAZOUOONE 

00083  FBICBIT 

ACETnAMMO4IITR0THIAZ0LE 

05FBICENT 

• 

STRa>TOMVCM 

30-50  GM/TON 

84750 

O03S-.00SFBICENT 

ZMC  8KITRACM  HUS 

PBKNIM 

30-50  GM/TON  COMB. 

ACETYIAMM&NITROTIHAZOLE 

jOI5  PERCENT 

85040 

ROXARSONE 

jaoos-.oosPERCBa 

PURAZDUOOIN 

00083  PERCBfT 

ZNK.BKITRKMHUS 

KMCNUN 

30-50  GM/TON  COMB. 

85069 

8O0UIQONE 

0035-005  PBICENT 

SULFAQUMOXAUNE 

0075PBICENT 

BACITRACMHUS 

PBKNUN 

100-500  GM/TON  COMB. 

2>0MMM0-5<RARA- 

00075  PERCENT 

85073 

CHIOROHIBIVl>OETHVl 

PVHMIOME 

ROXARSONE 

0035-005  PERCENT 

SULFAQUMOKALME 

.0075  PERCENT 

FURAZOUOONE 

OOOBSPOICENT 

BAOTRACM  PUIS 

KMCNUN 

100-500 GM/TON  COMB. 

^40IAMRN>-5<flARA 

00075  PERCaiT 

CHL0R0HNMVV>6ETMYl 

16086 

PyfSMIOINE 

0035-005  PBKBIT 

ZMC  BKITRACM  HUS 

FEMCNUN 

3A-30  GM/TON  COMB. 

ACETnAMNKMNTROTHIAZOU 

05PERCB(T 

85090 

80XA8SONI 

0035-005  PERCENT 

FURAZOUOONE 

00083  PERCBIT 

ZMC  8ACITRACM  HUS 

KPKNUN 

36-50  GM/TON  COMB. 

ACETYIAMMOMTROTMAZOIE 

OS  PERCENT 

84004 

SOONIM  ARSAIBLATE 

005-.01  PERCBIT 

MfTW 

cahoh 

owe 

OOSAOi 

84046 

SULFAQUMOXALME 

O1-.0B  PERCENT 

BACITRACMHUS 

PEMCNUN 

36-50  GAI/TONCOMN 

2.44>IAMNN)-54PARA- 

.003-006  PERCENT 

CINOROPNENVU6ETNVI 

PVRMMOMC 

840S2 

SUIFAOUWOXAUNE 

O1-.03  PERCENT 

ARSAMUCACN) 

.005-010  PBICENT 

8ACITRACM 

A50  GM/TON 

^44NAMRN>-S<PARA- 

.003-.006  PERCENT 

CHIOROPMENVl>6ETHVl 

PYMMMOIIIC 

SULFAQUMOXAUNE 

O1-.03  PBICENT 

SOONIM  ARSAMLATE 

005-.010PBICBIT 

BACITRACIN 

4-50  GM/TON 

34-0IAMM0-5<PARA 

003-006  PERCENT 

CHLOROPHENVLF6ETHVI 

fV81MI08K 

.84055 

SUIFAQURIOXAUNE 

01-03  PERCENT 

FURAZOLNXME 

00083  PERCENT 

BAOTRACM 

4-50  GM/TON 

t44)IAMM0-5<PARA- 

.003-006  PBICENT 

CHLONOPHENn>6ETMYL 

PYMAUOME 

84100 

SULFAQUMOXAUNE 

.0125-035  PERCENT 

BACITRACM 

4-50  GM/TON 

84101 

SLNFAQUNNMALME 

O125-.03S  PBICENT 

BKITRACM  PLUS 

PEMCNUN 

3650  GM/TON  COMB. 

84103 

SULFAQUMOXAUNE 

.005-035  PBICENT 

BKITRACM  PLUS 

PEMCNUN 

3650  GM/TON  COMB. 

84392 

SULFAQUMOXALME 

0075PBICBn 

ARSANNICKN) 

005-01  PERCBIT 

OOCVTETRACYCIME 

50  GM/TON 

2.44>IAMM0-5<PARA- 

0007$  PERCENT 

CHLOROPHENn>64TMVl 

PVmMNXNE 

84393 

SULFAQUMOXAUNE 

0075  PERCENT 

SOONIM  ARSMRUTE 

005-.01  PERCBT 

OKrTETRACYOME 

50  GM/TON 
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CHUMomenuAcnm 

PVWMtOtNf 

SWMQUMOXAUNE 

cHtommiACYCLMi 

2>OMMINO-5<rMtA- 

CMU)IIOmB»Vl>»€TMYl 

rVWMOINI 

SWfMMMNOXAUNI 

CHUlRTnilACYaiNI 

SULFAQUMOXAUNI 

CHuminiiACvcuNi 

SUUAOUMQXALMI 

CHUNTFIKACrCLMI 

SMFAQUMOXAUNI 

ZMC  McrntACM  mis 

nEMClUIN 
SMFAQUMOXAUNI 
ZMC  B^mtACM  mis 
FCMClAi 
SMFAaUMOXAUNI 

zmc  BAcmiAcm  mis 

FEMOUM 

SMFAQUMOXAUNt 

ZMC  ■AcmiACM  mis 

FBMCIUM 

2,AOIAMMO-S<MIM 
CHU)«OFHBm>«<THVl 
FVWNUOMI 
SMFAQUMOXAUNI 
BACmiACM  METHVIBK 
nSAUCYlATIKUS 
FEMCNUN 
SMFAQUMOXAUNI 
ZMC  BACmtACM 
SMFAQUMOXAUNI 
zmc  BACITRACIN 
SMFAQMNOXAUNI 
BACITRACMmiS 
FEMCHUN 


QOTSFENCENT 

lOO-aOOGAVTON 

QOOrSFeiCENT 


Q125-iBSFENCENT 

1O-S0GM/TON 

.O12S-.0QSFENCENT 

30-100  GAUTON 

QIZS-QQSFEKENT 

lOCVaOOGMITON 

.012S-XQS  FERCENT 


3-6-30  GAUTON  COMB. 

Q33-.10FERC»rr 


X6-SOGM/TONCOMB. 
QI-jOQ  FERCENT 


3-6^30  GM/TON  COMB. 
.003-.006  FERCENT 


3.6-30  GM/TON  COMB. 
.00S-.02SFERCBIT 
4-SO  GM/TON 
ZQ3-.  10  FERCENT 
4-SOGAUTON 
jOOTS  FERCENT 


.0075  FERCENT 
10-50  GM/TON 
.00075  FERCENT 


^AI>IAMMO-5<FARA- 
CHU)R0FHENVl>64TMVl 
FYMMIDMI 
SMFAQUMOXAUNI 
FURAZOLIDONE 
FEMCHUN  FLUS 
STREPTOMVCM 
2>OIAMmO-5<FARA- 
CHIOROFHENYI>6ITHVL 
PTRIMIOINE 
SMFMMIMOXALmE 
FURAZOUOONI 
CHLORTETRACVCLM 
2,4«IAAHN0-5<PARA- 
CHLDROFlICNVlVfrCTHVl 
FVRUMIOINE 
SMFAQUMOXAUNI 
FURAZOUOONI 
FEMCHUN 

2,4«tAMMO-5<FARA- 
OHOROFMOIVIVOCTHVL 
FVRIMIOME 
SMFAQUMOXAUNI 
FURAZOUOONI 
FEMCHUN  FUlS 
STREFTOMVCm 
2,AOIAMMO-5<FARA- 
CMU)R0FHeiVl>6«THYL 
PVRIMIOMI 
SMFAQMNOXAUNI 
FURAZOUOONI 
ZMC  BACITRACM 
2>OIAMINO-S<FARA- 
CHU>ROFMBIVl>«ITHVl 
FVRUMOME 
SMFAQUMOXAUNI 
FURAZOUOONI 
BACITRACM  ACTHVIENI 
OISAUCVIATE 


Z.AOtAMINO-VCFFfiA- 
CM.0R0FHCNVLF64TNVI 
PTRIMIOMI  ' 
SMFAOMNOXAUNE 
ARSAMUC  ACN> 
BAOTRACm  FLUS 
FEMCHUN 

2,4OIAMiN0-y(FARA- 
CNIOROFHSIVI>««TMVL 
PTRUMOME 
SMFAQMNOXAUNI 
SOnUMARSAMLATI 
BACITRACM  FLUS 
FEMCHUN 

2.AOtAMINO-5<FARA- 

CMlOROFICNVI>64TMn 

SMFAQMNOXAUNI 
FURAZOUOONI 
BACITRACM  FUlS 
FEMCHUN 

2,4-0tMMN0-5<FARA- 
CMLOROF>CNYl>frCTHyL 
FVRWUONC 
SMFAQMNOXAUNI 
FURAZOUOONI 
QKVTETRACyCUNI 
2.AOIAAHNO-5<FARA- 
CHLOROFMENVl>6CTHVl 
PTRUmOMI 
SMFAOMNOXAUNE 
FURAZOUOONI 
OHORTETRACYCUNI  FUlS 
OXyTETRACVaMI 
2,4QIAIIMNO-S<FMIA- 
CHL0R0FMCNVl>6{TMVl 
FVRIMIONC 
SMFAQMNOXAUNI  ' 
FURAZOUOONI 
CHIORTETRACYCUNI  FUlS 
OOrnETRACVCUNE 


90180  GAI/TON  COMB. 
00075  FERCENT 


100300  GM/TON  COMB. 
.00075  FERCENT 


.0075  FERCENT 
005-010  FERCENT 


100300  GM/TON  COMB. 
00075  FBiCENT 


01-.02  FERCENT 
00003  FBICENT 
Z4-30GAVTON 
.003-006  FERCENT 


.0075FERCB(T 
00083  FnCENT 
30  GM/TON 
00075  FERCENT. 


85113 


14.4-30  GM/TON  COMB. 
.00(3-006  FERCENT 
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rnmn. 

CATWM 


•5154 


•5155 


•5165 


•5166 


•SIC}’ 


2,*®tAMIN0-S<PARA. 

CHL0N0mEim>6«THVl 

PVmMIOWE 

SUUAOUtNOXAUNE 

F1MAZ0UD0NE 

•AcrruAciN 

3>OM«MNO-5<PMiA- 

CNlOK>m6NYl>6{TMVL 

PnOMIDME 

SUIFAQUINOXALINE 

niRAZOUOONE 

nMCIUIN 

3.4«IAMIN0-5<MilA- 

O«j0K>n<Nn>6{THYl 

PVMMKMC 

SMfAQUINOXAIJNI 

FURAZOUOONE. 

CHUXTETRACYCUNI 

2.44)IAMIMO-5<MRA- 

CHU)ilOmBIVl>«<TMn 

PnUMIDNft 

SUUAQIMNQXAUNi 

FURA2OU0ONI 

OXYTCTIACVCLINI 

2>OMMINO-S<MIU. 

O«.0M)n«NVl>6<Tim 

PVmMtOMI 

SUFAQUINOKALINI 

RMAZOUOONI 


.00075  KRcea 


XOTSTEKENT 
.OOOn  KRCENT 
100GMVTON 
XXI0757EilCBfT 


.0075KliCENT 
.00083  KRCENT 
lOOGM/TON 
G0075KKENT 


.0075  PERCENT 
GOOOSPERCBn 
aOOGM/TON 
A)075  PERCENT 


A>75  PERCENT 
.000*3  PERCBIT 
100GM/TON 
.00075  PERCBH 


AITSPetCENT 
OOOSl PERCENT 


•51*4 


•5185 


851*6 


•51*7 


ZMC  •ACrrRACM 
2,6OIAMIN0-5<MRA- 
CHlOROPHENVlKfrCTHn 
PyRUMKNNE 
SMFAOUmOXAUNE 
fURAZOllOONE 
•ACmiACIN  METNYIBK 
OtSALKVlATE 
2>0«AMIN0-5<PARA- 
CHU)ROP1IOm>»CTHYl 
PVRIMIOME 
SULFAQUtNOXALINE 
PURA20U00NE 
•ACrrRAQN 
Z4«M4MNO-S<PARA- 
CHU)ROPHENVl>«ETHn. 
PYRIMIOtNE 
SMfAQUINOXAUNE 
PURAZOUOONE 
PEMCNllN 

144MMIMN0-S<RMU- 
CHU)R0PHENVI>6ETHn 
PTWMIOtNE 
SULFAQURIOXAUNE 
PURAZOUOONE 
•ACITRAON  PUJS 
PBMCIUIN 

2.4«tAMIN0-5<RARA^ 

CHU)R0PHENVl>6«TNYL 

fyiHMIOINE 


SOGM/TON 
.00075  PERCENT 


.0075  PERCENT 
.000*3  PnCENT 
SOGM/TON 

G0075  PERCENT 


0075  PERCENT 
00083  PERCENT 
SOGM/TON 
00075  PERCaiT 


OOTSPBKENT 
00083  PBKXNT 
SOGM/TON 
00075  PERCENT 


0075PERCBIT 
00083  PS1CENT 

30-50  GM/TON  COMB. 
00075  PERCENT 


(8M.Ua(l).83BtAt.S67;  (21  UJBX1.  300b(l).) 
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Subpart  B — Specific  New  Animal  Drugs  for 
Use  in  Animal  Feeds 

AtrrHORiTT:  Sec.  512(1).  82  Stat.  347  (21 
U5.C.  360b(l)). 

§  558.25  2-Acetylamino*5>nitrothiazole. 

(a)  Specifications.  Assay  of  not  less 
than  96  percent  by  ultraviolet  spectro¬ 
photometry. 

(b)  Approvals.  (1)  Premix  10  percent 
granted  to  Sponsor  No.  010042  in  §  510.- 
600(c)  of  this  chapter. 

(c)  Related  tolerances  in  edible  prod- 
vets.  See  §  556.20  of  this  chapter. 

(d)  Conditions  of  use.  It  is  used  in 
turkey  feed  as  follows; 

(1)  Amount  per  ton.  136.2  grams 
(0.015  percent) . 

(1)  Indications  for  use.  Aid  in  preven¬ 
tion  of  blackhead  (histomoniasis) . 

(ii)  Limitations.  Administer  continu¬ 
ously  starting  1  to  2  weeks  before  out¬ 
breaks  usually  occur;  discontinue  use  7 
days  before  slaughter;  use  eggs  from 
medicated  birds  for  hatching  purposes 
only. 

(2)  Amount  per  ton.  454  grams  (0.05 
percent) . 

(1)  Indications  for  use.  Aid  in  control 
of  blackhead  (histomoniasis). 

(ii)  Limitations.  Administer  for  2 
weeks  at  first  sign  of  outbreaks;  discem.- 
tinue  use  7  days  before  slaughter;  use 
eggs  from  medicated  birds  for  hatching 
purposes  only. 

§  558.35  Aklomide. 

(a)  Chemical  name.  2-Chloro-4-nltro- 
benzamide. 

(b)  Specifications.  (1)  Minimum  mat¬ 
ing  point  170*  C. 

(2)  Moisture  content  not  to  exceed  1 
percent. 

(3)  Purity  not  less  than  98  percent  on 
anhydrous  basis. 

(c)  Approvals.  The  following  premix 
levels  have  been  granted;  for  ^xmsor 
No.  017210  in  §  510.600(c)  of  this 
chapter. 

(1)  50  percent  aklomide. 

(2)  20  percent  sulfanltran  and  25  per¬ 
cent  aklomide. 

(3)  25  percent  aklomide.  20  percent 
sulfanltran.  and  5  percent  roxarsone. 

(4)  50  percent  aklomide  and  10  per¬ 
cent  roxarsone. 

(d)  Assay  limits.  Finished  feed  must 
contain  85  to  120  percent  of  labeled 
amount  of  the  drug. 

(e)  Special  considerations.  Maximum 
level  permitted  in  medicated  concentrate 
is  0.1  percent  of  aklomide. 

(f)  Related  tolerances.  See  §  556.30  of 
this  chajAer. 

(g)  Conditions  of  use.  It  is  used  in 
feed  for  chickens  as  follows: 

(1)  Amount  per  ton.  Aklomide.  227 
grams  (0.025  percent) . 

(1)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidlosis  caused  by 
E.  tenella  and  E.  necatrix. 

(ii)  Limitations.  Not  to  be  fed  to  birds 
laying  eggs  for  human  consumption. 

(2)  Amount  per  ton.  Aklomide.  227 
grams  (0.025  percent)  combined  with 
sulfanltran,  181.6  grams  (0.02  percent). 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidlosis  caused  by 
E.  tenella.  E.  necatrix,  and  E.  acervulina. 
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(ii)  Limitations.  Not  to  be  fed  to  lay¬ 
ing  chickens;  withdraw  5  days  before 
slaughter. 

(3)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  combined  with 
sulfanltran,  181.6  grams  (0.02  percent) 
+  roxarsone,  22.7-45.4  grams  (0.0025- 
0.005  percent) . 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidlosis  paused  by 
E.  tenella.  E.  necatrix.  and  E.  abermUina; 
growth  promotion  and  feed  efficiency; 
improving  pigmentation. 

(ii)  Limitations.  Not  to  be  fed  to  lay¬ 
ing  chickens;  withdraw  5  days  before 
slaughter;  as  sole  source  of  organic  ar¬ 
senic;  chickens  should  have  access  to 
drinking  water  at  all  times. 

(4)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  combined  with 
roxarsone,  22.7-45.4  grams  (0.0025- 
0.005  percent) . 

(i)  Indications  for  use.  As  an  aid  in  the 
prevention  of  coccidlosis  caused  by  E. 
tenella,  and  E.  necatrix;  growth  promo¬ 
tion  and  feed  efficiency;  improving  pig¬ 
mentation. 

(ii)  Limitations.  Not  to  be  fed  to  birds 
laying  eggs  for  human  consumption; 
withdraw  5  days  before  slaughter;  as  sole 
source  of  organic  arsenic ;  chickens 
i^ould  have  access  to  drinking  water  at 
all  times. 

(5)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  plus  sulfanltran, 

181.6  grams  (0.02  percent)  combined 
with  bacitracin,  4-50  grams. 

(1)  Indications  for  use.  Growth  promo¬ 
tion  and  feed  efficiency;  as  an  aid  in 
the  prevention  of  coccidlosis  caused  by 
E.  tenella,  E.  necatrix.  and  E.  acervulina. 

(ii)  Limitations.  Not  to  be  fed  to  lay¬ 
ing  chickens;  withdraw  5  days  before 
slaughter;  as  zinc  bacitracin. 

(6)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  plus  sulfanltran, 

181.6  grams  (0.02  percent)  combined 
with  chlortetracycline  (as  chlortetracy- 
cline  hydrochloride),  10-50  grams. 

(i)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency;  as  an  aid  in 
the  prevention  of  coccidlosis  caused  by 
E.  tenella,  E.  necatrix,  and  E.  acervulina. 

(ii)  Limitations.  Not  to  be  fed  to  lay¬ 
ing  chickens;  withdraw  5  days  before 
slaughter;  as  chlortetracycline  hydro¬ 
chloride. 

(7)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  plus  sulfanltran, 

181.6  grams  (0.02  percent)  plus  penicil¬ 
lin-streptomycin,  14.4-50  grams  (a  com¬ 
bination  containing  16.7  percent  penicil¬ 
lin). 

(i)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency;  as  an  aid  in 
the  prevention  of  coccidlosis  caused  by  E. 
tenella  and  E.  necatrix. 

(ii)  Limitations.  Not  to  be  fed  to  lay¬ 
ing  chickens;  withdraw  5  days  before 
slaughter;  as  procaine  penicillin;  as 
streptomycin  sulfate. 

(8)  Amount  per  ton.  Aklomide,  227 
grams  (0.025  percent)  pl\is  sulfanltran, 

181.6  grams  (0.02  percent)  plus  oxytetra- 
cycline,  10-50  grams.  ^ 

(1)  Indications  for  use.  Growth  promo¬ 
tion  and  feed  efficiency;  as  an  aid  in  the 


prevention  of  coccidlosis  caused  by  E. 
tenella.  E.  necatrix.  and  E.  acervulina. 

(ii)  Limitations.  Not  to  be  fed  to  lay¬ 
ing  chickens;  withdraw  5  days  before 
slaughter;  as  monoalkyl  (Cs-^is)  tri- 
methylammonlum  oxytetracycline. 

§  558.45  Ammonium  chloride,  feed 
grade. 

(a)  Chemical  name.  Ammonium 
chloride. 

(b)  Specifications.  The  ammonium 
chloride  coiiforms  to  the  following: 

(1)  Assay  after  drying:  99  percent 
minimum. 

(2)  Sodium  chloride:  0.6  percent 
maximum. 

(3)  Loss  on  drying:  0.5  percent 
maximiun. 

(4)  Arsenic  (as  As) :  3  parts  per  mil¬ 
lion  maximum. 

(5)  Heavy  metals  (as  Pb) :  10  parts  per 
million  maximum. 

(c)  Approvals.  Premix  level  of  99  per¬ 
cent  has  been  granted;  for  sponsors  see 
Nos.  011462  and  000018  in  S  510.600(c) 
of  this  chapter. 

(d)  Assay  limits.  Finished  feed  must 
contain  not  less  than  85  percent  nor  more 
than  115  percent  of  labeled  amount. 

(e)  Special  considerations.  Maximum 
level  permitted  in  medicated  concentrate 
is  8  percent  for  administration  to  cattle 
and  6  percent  for  administration  to 
sheep. 

(f)  Conditions  of  use.  It  is  used  in 
feed  for  cattle  and  sheep  as  follows; 

(1)  Amount  per  day.  21.3-35.5  grams 
(0.75-1.25  oz.)  per  head. 

(1)  Indications  for  use.  Reduction  of 
the  incidence  of  urinary  calculi. 

(ii)  Limitations.  For  range  cattle. 

(2)  Amount  per  day.  28.4-42.5  grams 
(1.0-1.5  oz.)  per  head. 

(i)  Indications  for  use.  Reduction  of 
the  incidence  of  urinary  calculi. 

(ii)  Limitations.  For  fattening  cattle. 

(3)  Amount  per  day.  7.1  grams  (0.25 
oz.)  per  head. 

(i)  Indications  for  use.  Reduction  of 
the  incidence  of  urinary  calculi. 

(ii)  Limitations.  For  sheep. 

§  558.55  Amprolium. 

(a)  .^Chemical  name.  l-(4-Amlno-2-n- 
propyl  -  5  -  pyrimidinylmethyl)  -2-pico- 
linium  chloride  hydrochloride. 

(b)  Approvals.  Premix  level  25  percent 
granted  to  No.  000006  in  S  510.600(c)  of 
this  chapter. 

(c)  Assay  limits.  Finished  feed  80-120 
percent  of  labeled  amount. 

(d)  [Reserved!. 

(e)  Related  tolerances.  See  §  556.50  of 
this  chapter. 

(f )  Conditions  of  use.  It  is  used  in  feed 
for  calves  as  follows: 

(1)  Amount.  227  milligrams  per  100  lb. 
(5  milligrams  per  kilogram)  b<^  weight 
per  day. 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidlosis  caused  by 
Eimeria  bovis  and  E.  zurnii. 

(ii)  Limitations.  Administer  from  a 
supplement  containing  from  0.05  to  0.5 
percent  amprolium  with  the  usual 
amount  of  feed  consumed  in  one  day; 
feed  for  21  days  during  periods  of  ex¬ 
posure  or  when  experience  indicates 
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that  coccidiosis  is  likely  to  be  a  hazard; 
withdraw  24  hours  before  slaughter;  as 
sole  source  of  amproliiun. 

(2)  Amount.  454  milligrams  per  100  lb. 
(10  milligrams  per  kilogram)  body 
weight  per  day. 

(i)  Indications  for  use.  As  an  aid  in 
the  treatment  of  coccidiosis  caused  by 
Eimeria  boiHs  and  E.  zumii. 

(ii)  Limitations.  Administer  from  a 
supplement  containing  from  0.05  to  0.5 
percent  amprolium  with  the  usual 
amount  of  feed  constuned  in  one  day; 
feed  for  5  days;  for  a  satisfactory  diag¬ 
nosis.  a  microscopic  examination  of  the 
feces  should  be  done  by  a  veterinarian 
or  diagnostic  laboratory  before  treat¬ 
ment;  when  treating  outbreaks,  the  drug 
should  be  administered  promptly  after 
diagnosis  is  determined;  withdraw  24 
hours  before  slaughter;  as  sole  source  of 
amprolium. 

§  558.95  Bambermycins. 

(a)  Specifications.  Bambermycins  are 
the  dried  fermentation  residues  produced 
by  the  fermentation  of  Streptomyces 
bambergiensis,  Streptomyces  ghanaensis, 
Streptomyces  ederensis,  Streptomyces 
geysiriensis,  and  mutants  and  variants  of 
these  organisms. 

(b)  Approvals.  Premix  level  of  2  grams 
of  bambermycin  activity  per  poimd  .of 
premix  has  been  granted;  for  sponsor 
see  No.  000039  in  S  510.600(c)  of  this 
chapter. 

(c)  Assay  limits.  Premix  must  contain 
not  less  than  90  percent  nor  more  than 
110  percent  of  labeled  amount  of  bam¬ 
bermycin  activity.  Finished  feed  must 
contain  not  less  than  70  percent  nor  more 
than  130  percent  of  the  labeled  amount 
of  bambermycin  activity. 

(d)  Related  tolerances.  See  9  556.380 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in  feed 
for  broiler  chickens  as  follows: 

(1)  Amount  per  ton.  1  to  2  grams. 

(2)  IndicatUms  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed  ef¬ 
ficiency. 

(3)  Limitations.  Feed  continuously  as 
the  sole  ration. 

§  558.105  Buquinolate. 

(a)  Chemical  name.  Ethyl  4-hydroxy- 
6,7 -diisobutoxy-3  -qulnolinecarboxylate. 

(b)  Approvals.  Premix  levels  of  16.5 
and  22  percent  have  been  granted;  for 
sponsor  see  No.  000947  in  9  510.600(c) 
of  this  chapter. 

(c)  Assay  limits.  Finished  feed  not  less 
than  80  percent  nor  more  than  120  per¬ 
cent  of  the  labeled  amount. 

(d)  Special  considerations.  Maximmn 
level  permitted  in  medicated  feed:  0.011 
percent  (100  grams  per  ton).  Do  not  use 
in  feeds  containing  bentonite. 

(e)  Related  tolerances.  See  9  556.90  of 
this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
animal  feed  as  follows : 

(1)  Broiler  or  fryer  chickens — (i) 
Amount  per  ton.  Buquinolate.  75  grams 
(0.00825  percent) . 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix.  E.  bru- 
netti.  and  E.  acervulina. 


(b)  Limitations.  Feed  continuously  as 
the  sole  ration. 

(ii)  Amount  per  ton.  Buquinolate.  75 
grams  (0.00825  percent)  plus  arsanilic 
acid.  90  grams  (0.01  percent) . 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima.  E.  necatrix.  E.  bru- 
netti,  and  E.  acervulina;  growth  promo¬ 
tion  and  feed  efficiency;  Improving  pig¬ 
mentation. 

(b)  Limitations.  F^d  continuously  as 
the  sole  ration;  withdraw  5  days  before 
slaughter;  as  sole  source  of  organic 
arsenic. 

(iii)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  roxarsone, 
^2.7-45.4  grams  (0.0025-0.005  percent) . 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E.  bru- 
netti,  and  E.  acervulina:  growth  promo¬ 
tion  and  feed  efficiency;  improving 
pigmentation. 

(b)  Limitations.  Feed  continuously  as 
th6  sole  ration;  withdraw  5  days  before 
slaughter;  as  sole  source  of  organic 
arsenic. 

(iv)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  penicillin, 
2.4-50  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  growth  pro¬ 
motion  and  feed  efficiency. 

(b)  Limitations.  F^d  continuously  as 
the  sole  ration;  as  procaine  penicillin. 

(V)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  bacitrsusin, 
4-50  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caiised  by  E. 
tenella.  E.  maxima,  E.  necatrix,  E. 
brunetti.  and  E.  acervulina:  growth  pro¬ 
motion  and  feed  efficiency. 

(b)  Limitations.  Feed  continuously  as 
the  sole  ration;  as  zinc  bacitracin  or 
bacitracin  methylene  disalicylate. 

(vl)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  penicillin  -|- 
bacltracin,  3.6-50  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella.  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  growth  pro¬ 
motion  and  feed  efficiency. 

(b)  Limitations.  F^eed  continuously  as 
the  sole  ration;  not  less  than  0.6  gram 
of  penicillin  nor  less  than  3  grams  of 
bacitracin;  as  procaine  penicillin  plus 
zinc  bacitracin  or  bacitracin  methylene 
disalicylate. 

(vii)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  chlortetra- 
cycline,  200  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima.  E.  necatrix,  E. 
brunetti.  and  E.  acervulina:  treatment  of 
chronic  respiratory  disease  (air-sac  in¬ 
fection),  blue  comb  (nonspecific  enteri¬ 
tis)  prevention  of  synovitis. 

(b)  Limitations.  In  low  calciiun  feed 
containing  0.8  percent  dietary  calcium 
and  1  percent  to  1.5  percent  sodium  sul¬ 
fate;  to  be  fed  continuously  for  not  more 
than  the  first  21  days  of  life. 


(viii)  Amount  per  ton.  Buquinolate,  75 
grams  (0.00825  percent)  plus  lincomycin, 
2-4  grams. 

(a)  Indications  for  use.  For  increase 
in  rate  of  weight  gain  and  improved  feed 
efficiency;  as  an  aid  in  the  prevention 
of  coccidiosis  caused  E.  tenella.  E.  max¬ 
ima.  E.  necatrix,  E.  brunetti,  E.  acervu¬ 
lina. 

(b)  Lfmifafions.  For  floor  raised  broil¬ 
er  and  fryer  chickens;  feed  continuously 
as  the  sole  ration. 

(ix)  Amount  per  ton.  Buquinolate,  75- 
100  grams  (0.00825-0.011  percent)  plus 
roxarsone,  22.7-34.0  grams  (0.0025- 
0.00375  percent). 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella.  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina;  growth  pro¬ 
motion  and  feed  efficiency;  improving 
pigmentation. 

(b)  Limitations.  Feed  continuously  as 
the  sole  ration;  withdrawn  5  days  before 
slaughter;  as  sole  soiurce  of  organic 
arsenic;  as  roxarsone  provided  by  spon¬ 
sor  No.  017210,  see  9  510.600(c)  of  this 
chapter. 

(X)  Amount  per  ton.  Buquinolate,  100 
grams  (0.011  percent)  plus  bacitracin,  4- 
15  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  £. 
tenella,  E.  maxima,  E.  necatrix,  E. 
brunetti,  and  E.  acervulina:  increased 
rate  of  weight  gain. 

(b)  Limitations.  F'eed  continuously  as 
the  sole  ration;  as  bacitracin  methylene 
disalicylate  provided  by  sponsor  No. 
000794,  in  9  510.600(c)  of  this  chapter. 

(xi)  Amount  per  ton.  Buquinolate,  100 
grams  (0.011  percent)  combined  with 
bacitracin,  19-35  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima.  E.  necatrix,  E.  bru¬ 
netti,  and  E.  acervulina:  increased  rate 
of  weight  gain  and  improved  feed 
efficiency. 

(b)  Limitations.  For  fioor  raised  broil¬ 
er  or  fryer  chickens,  feed  cmitinuously  as 
the  sole  ration;  as  zinc  bacitracin  pro¬ 
vided  by  sponsor  No.  012769  in  9  510.600 

(c)  of  this  chapter. 

(2)  Broiler,  fryer,  roaster  or  replace¬ 
ment  chickens — (1)  Amount  per  ton. 
75-100  grams  (0.00825-0.011  percent). 

(ii)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima.  E.  necatrix.  E.  bru¬ 
netti.  and  E.  acervulina. 

(ill)  Limitations.  F^eed  continuously  as 
the  sole  ration;  do  not  administer  over 
75  grams  per  ton  (0.00825  percent)  to 
replacement  chickens  over  20  weeks  of 
age. 

(3)  Laying  or  breeding  chickens — (i) 
Amount  per  ton.  75  grams  (0.00825  per¬ 
cent)  . 

(11)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  maxima.  E.  necatrix,  E.  bru¬ 
netti.  and  E.  acervulina. 

(iii)  Limitations.  Feed  to  caged  layers 
for  2  weeks  following  caging;  feed  con¬ 
tinuously  to  layers  and  breeders  kept  on 
floors  while  in  production  or  imtil 
marketed. 
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§  558.115  Carbadofx. 

(a)  Chemical  name.  Methyl  3-(2- 
quinoxalinylmethylene)  carbazate-N', 
dioxide. 

(b)  Approvals.  Premix  level  contain¬ 
ing  2.2  percent  (10  grams  per  pound)  of 
carbadox  has  been  granted;  for  sponsor, 
see  No.  000069  In  §510.600(0  of  this 
chapter. 

(c)  Assay  limits.  Finished  feed  not 
less  than  75  percent  nor  more  than  125 
percent  of  labeled  amount. 

(d)  Related  tolerances.  See  §  556.100 
of  this  chapter. 

(e)  Special  considerations.  (1)  Fin¬ 
ished  feeds  processed  from  feed  supple¬ 
ments  that  contain  up  to  0.055  percent  of 
carbadox  and  that  comply  with  the  pro¬ 
visions  of  both  this  paragraph  and  para¬ 
graph  (f)  of  this  section  are  exempted 
from  the  requirements  of  section  512(m) 
of  the  act. 

(2)  Do  not  use  In  feeds  containing 
bentonite. 

(f )  Conditions  of  use.  It  Is  used  In  feed 
for  swine  as  follows ; 

(1)  Amount  per  ton.  10-25  grams 
(0.0011-0.00275  percent) . 

(1)  Indications  for  use.  For  Increase 
in  rate  of  weight  gain  and  improvement 
of  feed  efficiency. 

(11)  Limitations.  Do  not  feed  to  swine 
weighing  more  than  75  pounds  body 
weight;  do  not  feed  to  swine  within  10 
weeks  of  slaughter;  do  not  use  in  com¬ 
plete  feeds  containing  less  than  15  per¬ 
cent  crude  protein. 

(2)  Amount  per  ton.  50  grams  (0.0055 
percent) . 

(1)  Indications  for  use.  For  control  of 
swine  dysentery  (vibrlonlc  dysentery, 
bloody  scours,  or  hemorrhagic  dysen¬ 
tery)  ;  control  of  bacterial  swine  enteritis 
(salmonellosis  or  necrotic  enteritis 
caused  by  Salmonella  choleraesuis) ;  in¬ 
crease  rate  of  weight  gain  and  Improve 
feed  efficiency. 

(11)  Limitations.  Do  not  feed  to  swine 
weighing,  more  than  75  pounds  body 
weight;  do  not  feed  to  swine  within  10 
weeks  of  slaughter;  do  not  use  In  com¬ 
plete  feeds  containing  less  than  15  per¬ 
cent  crude  protein. 

§  558.145  Chlortetracycline,  procaine 
penicillin,  and  sulfamethazine. 

(a)  Specifications.  (1)  Chlortetra- 
cycllne  Is  the  antibiotic  substance  pro¬ 
duced  by  growth  of  Streptomyces  aureo- 
faciens  or  the  same  antibiotic  substance 
produced  by  any  other  means  and,  for  the 
purpose  of  this  section,  refers  to  chlor- 
tetracycline  or  feed  grade  chlortetra- 
cycllne  as  the  specified  salt. 

(2)  Procaine  penicillin  is  the  procaine 
salt  of  the  antibiotic  substance  produced 
by  the  growth  of  P^nicillium  notatum  or 
PenicilUum  chrysogenum  or  the  same 
antibiotic  substance  produced  by  any 
other  means  and,  for  the  purposes  of 
section,  refers  to  procaine  penicillin  or_ 
feed  grade  procaine  penicillin. 

(3)  Sulfamethazine  is  the  chemical  N'- 
(4,6-Dimethyl-2-pyrimidinyl)  sulfanil¬ 
amide. 

(4)  The  antibiotic  activities  authorized 
are  expressed  in  this  section  in  terms  of 


RULES  AND  REGULATIONS 

the  weight  of  the  appropriate  antibiotic 
standards.  • ' 

(5)  Finished  feed  cdntains  in  each  ton, 
100  grams  of  chlortetracycllne,  50  grams 
of  penicillin  as  procaine  penicillin,  and 
100  grams  of  sulfamethazine. 

(b)  Approvals.  Premix  level  of  20 
grams  of  chlortetracycllne  per  poimd, 
4.4  percent  of  sulfamethazine,  and  pro¬ 
caine  penicillin  equivalent  in  activity  to 
10  grams  of  penicillin  per  poimd  has 
been  granted;  for  sponsor  see  Nos.  000196 
and  010042  in  §  510.600(c)  of  this  chap¬ 
ter. 

(c)  Assay  limits.  Finished  feed  must 
contain  not  less  than  70  percmt  nor 
more  than  130  percent  of  labeled  amount 
of  chlortetracycllne  and  procaine  peni¬ 
cillin  and  not  less  than  80  percent  nor 
more  than  120  percent  of  labeled 
amount  of  sulfamethazine. 

(d)  Special  considerations.  Finished 
feeds  conforming  to  the  requirements  of 
this  section  ue  not  required  to  comply 
with  the  provisions  of  section  512(m) 
of  the  Federal  Food,  Drug,  and  Cosmetic 

(e)  Related  tolerances.  See  §§  556.150, 
556.510,  and  556.670  of  this  chapter. 

(f)  Conditions  of  use.  (1)  It  is  ad¬ 
ministered  to  swine  in  a  complete  feed 
for  reduction  of  the  incidence  of  cervical 
abscesses;  treatment  of  bacterial  swine 
enteritis  (salmonellosis  or  necrotic  en¬ 
teritis  caused  by  Salmonella  choleraesuis 
and  vibrionic  dysentery) ;  prevention  of 
these  diseases  during  times  of  stress; 
maintenance  of  weight  gains  in  the  pres¬ 
ence  of  atrophic  rhinitis;  growth  promo¬ 
tion  and  increased  feed  efficiency  in 
swine  weighing  up  to  75  pounds. 

(2)  Withdraw  7  days  prior  to  slaugh¬ 
ter. 

§  558.155  Qilortetracycline,  procaine 
penicillin,  and  sulfathiazole. 

(a)  Specifications.  (1)  Chlortetracy- 
cline  is  the  antibiotic  substance  produced 
by  growth  of  Streptomyces  aureofaciens 
or  the  same  antibiotic  substance  pro¬ 
duced  by  any  other  means  and.  for  the 
purpose  of  this  section,  refers  to  chlor- 
tetracycline  or  feed  grade  chlortetracy- 
cline  as  the  specified  salt. 

(2)  Procaine  penicillin  is  the  procaine 
salt  of  the  antibiotic  substance  produced 
by  the  growth  of  PenicilUum  notatum  or 
PenicUlium  chrysogenum  or  the  same 
antibiotic  substance  produced  by  any 


§558.175  .Clopidol. 

(a)  Chemical  name.  3,5-Dichloro-2, 
6-dimethyl-4-pyrldinol. 

(b)  Approvals.  (1)  Premix  level  of 
clopidol  25  percent  granted  to  No.  025700 
in  §  510.600(c)  of  this  chapter. 


other  means  and,  for  the  piuposes  of  this 
section,  refers  to  procaine  penicillin  or 
feed-giade  procaine  penicillin. 

(3)  Sulfathiazole  is  the  chemical  ^'-*2- 
thiazolyl-sulfanilamide. 

(4)  The  antibiotic  activities  author¬ 
ized  are  expressed  in  this  section  in 
terms  of  the  weight  of  the  appropriate 
antibiotic  standards. 

(b)  Approvals.  (1)  Premix  level  of  20 
grams  of  chlortetracycllne  hydrochloride 
per  poimd,  20  grams  of  sulfathiazole  per 
p>ound,  and  procaine  penicillin  equivalent 
in  activity  to  10  grams  of  penicillin  per 
pound  has  been  granted;  for  sponsor  see 
No.  025001  in  §  510.600(c)  of  this  chapter. 

(2)  Premix  level  of  40  grams  of  chlor- 
tetracycline  hydrochloride,  40  grams  of 
sulfathiazole,  and  procaine  pericillln 
equivalent  to  20  grams  of  penicillin  per 
poimd  has  been  granted  to  No.  025001 
in  §  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Finished  feed  must 
contain  not  less  than  70  perc^t  nor 
more  than  130  percent  of  labded  amount 
of  chlortetracycllne  and  procaine  pen¬ 
icillin  and  not  less  than  80  percent  nor 
more  than  120  percent  of  labeled  amount 
of  sulfathiazole. 

(d)  Special  considerations.  Finished 
feeds  (xmforming  to  the  requirements  of 
this  section  are  exempt  from  the  pro¬ 
visions  of  section  512  (m)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(e)  Related  tolerances.  See  §§  556.150, 
556.510,  and  556.690  of  this  chiq;>ter. 

(f)  Conditions  of  use.  It  is  used  in 
feed  for  swine  as  fellows: 

(1)  Amount  per  ton.  CtUortetra- 
cycline.  100  grams  plus  penicillin,  50 
grams  plus  sulfathiazole,  100  grams. 

(2)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency  in  animals  up  to  6  weeks  post- 
weaning.  For  increased  rate  of  weight 
gain  in  animals  from  6  to  16  weeks  post- 
weaning.  Maintenance  of  weight  gains 
in  the  presence  of  atrophic  rhinitis; 
reduction  of  the  incidence  of  cervical 
abscesses;  treatment  of  bacterial  swine 
enteritis  (salmonellosis  or  necrotic  en¬ 
teritis  caused  by  Salmonella  cholera¬ 
esuis  and  vibrionic  dysentery) . 

(3)  Limitations.  For  swine  raised  in 
confinement  (dry-lot)  or  on  limited  pas¬ 
ture;  withdraw  7  days  prior  to  slaughter; 
as  procaine  penicillin  and  chlortetra- 
cycline  hydrochloride,  as  follows: 


(2)  Premix  level  0.0345  percent  clo¬ 
pidol  with  or  without  0.0138  percent 
roxarsone  granted  to  No.  012286  as 
identified  in  §  510.600(c)  of  this  chapter. 

(3)  Premix  levels,  combinations  of 
clopidol  25  percent,  roxarsone  10  percent. 


Minimum  amount  of  medicated  raUon  which  the  animal  should  cmisume 

Approximate 
body  weight 
in  pounds 

Minimum 

Type  of  feed 

desired  dally 
feed  intake 
in  pounds 

Prestarter  (up  to  6  weeks  postweanlng) . 

» 

1 

Starter  (up  to  6  weeks  postweanlng) _ 

SO 

1)4 

Grower  (^16  weeks  postweanlng) . 

80 

2 

Finisher  ((1-16  weeks  postweanlng) _ 

ISO 

3 
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and  bacitracin  methylene  disalicylate,  4, 
10,  15  or  25  grams  per  pound,  granted  to 
No.  025700  in  i  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Finished  feed  not  less 
than  80  percent  nor  more  than  120  per¬ 
cent  of  the  labeled  amoimt  of  clopidol. 

(d)  Reflated  tolerances.  See  9  556.160 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
complete  feed  for  animals  as  follows; 

(1)  Broiler  chickens — (i)  Amount  per 
ton.  Clc^idol  113.5  grams  (0.0125  per¬ 
cent). 

(o)  Indications  for  use.  Aid  in  the  pre¬ 
vention  of  coccidiosis  caused  by  E.  te- 
nella,  E.  necatrix,  E.  acervulina,  E.  max¬ 
ima,  E.  brunetti,  and  E.  mivati. 

(b)  Limitations.  Do  not  feed  to 
chickens  over  16  weeks  of  age. 

(ii)  Amount  per  ton.  Clopidol,  113.5 
grams  (0.0125  percent)  plus  3-nitro-4- 
hydroxyphenylarsonic  acid,  45.4  grams 
(0.005  percent) . 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E.  te- 
nella,  E.  necatrix,  E.  acervulina,  E.  max¬ 
ima,  E.  brunetti,  and  E.  mivati;  growth 
promotion  and  feed  efBciency;  improved 
pigmentation. 

(b)  Limitations.  Do  not  feed  to 
chickens  over  16  weeks  of  age;  withdraw 
5  days  before  slaughter;  as  sole  source 
of  organic  arsenic. 

(ill)  Amount  per  ton.  Clopidol,  113.5 
grams  (0.0125  percent)  plus  3-nitro-4- 
hydroxyphenylarsonlc  acid,  45.4  grams 
(0.005  percent)  plus  bacitracin,  4-25 
grams. 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati; 
growth  promotion  and  feed  efficiency; 
improved  pigmentation;  increased  rate 
of  weight  gain. 

(b)  Limitations.  Do  not  feed  to  chick¬ 
ens  over  16  weeks  of  age;  withdraw  5 
days  before  slaughter;  as  sole  source  of 
organic  arsenic;  as  bacitracin  methylene 
disalicylate,  provided  by  No.  000794  in 
!  510.600(c)  of  this  chapter;  or  as  zinc 
bacitracin  provided  by  No.  012769  in 
!  510.600(c)  of  this  chapter. 

(2)  Broiler  chickens  and  replacement 
chickens — (i)  Amount  per  ton.  Clopidol, 
113.5  or  227  grams  (0.125  or  0.025  per¬ 
cent)  . 

(ii)  /ndicafions /or  use.  Aid  in  the  pre¬ 
vention  of  coccidiosis  caused  by  E.  ten¬ 
ella,  E.  necatrix,  E.  acervulina,  E.  maxi¬ 
ma,  E.  brunetti,  and  E.  mivati. 

(ill)  Limitations.  Feed  up  to  16  weeks 
of  age  if  intended  for  use  as  caged  lay¬ 
ers;  feed  continuously  as  the  sole  ration; 
withdraw  5  days  before  slaughter  if 
given  at  the  level  of  0.025  percent  in 
feed  or  reduce  level  to  0.0125  percent  5 
days  before  slaughter. 

.  (3)  Floor-raised  broiler  chickens — (1) 
Amount  per  ton.  Clopidol,  113.5  grams 
(0.0125  percent)  plus  lincomycin,  2-4 
grams. 

(ii)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix.  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati;  in¬ 
crease  in  rate  of  weight  gain  and  im¬ 
proved  feed  efficiency. 


(iii)  Limitations.  As  lincomycin  hy¬ 
drochloride  monohydrate;  do  not  feed  to 
chickens  over  16  weeks  of  age. 

(4)  Replacement  chickens — (i) 
Amount  per  ton.  Clopidol  113.5  grams 
(0.0125  percent). 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

(b)  Limitations.  For  replacement 
chickens  intended  for  use  as  caged 
layers;  do  not  feed  to  chickens  over  16 
weeks  of  age. 

(ii)  Amount  per  ton.  Clopidol  113.5 
grams  (0.0125  percent)  plus  3-nitro-4- 
hydroxyphenylarsonic  acid  45.4  grams 
(0.005  percent) . 

(a)  Indications  for  use.  Aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
maxima.  E.  brunetti.  and  E.  mivati; 
growth  promotion  and  feed  efficiency; 
improving  pigmentation. 

(b)  Limitations.  For  replacement 
chickens  intended  for  use  as  caged 
layers;  do  not  feed  to  chickens  over  16 
weeks  of  age;  withdraw  5  days  before 
slaughter;  as  sole  source  of  organic 
arsenic. 

(5)  Turkeys — (1)  Amount  per  ton. 
Cl(q>idol  113.5  or  227  grams  (0.0125  or 
ff025  percent). 

(ii)  Indications  for  use.  Aid  in  the 
prevention  of  leucocirtozoonosis  caused 
by  Leucocytozoon  smithi. 

(ill)  Limitations.  For  turkeys  grown 
for  meat  purposes  only;  to  be  admin¬ 
istered  continuotisly  in  feed  at  0.0125  or 
0.025  percent  clopidol  as  the  sole  ration 
depending  upon  management  practices, 
degree  of  exposure,  and  amount  of  feed 
eaten;  withdraw  medication  5  days  be¬ 
fore  slaughter. 

§  558.185  Coumaphos. 

(a)  Chemical  name.  0,0-Diethyl  0-3- 
chloro  -  4  -  methyl  -  2  -  oxo  -  2H  -  1  - 
benzopyran-7-yl-phosphorothioate. 

(b)  Approvals.  (1)  Premix  levels  1.12, 
2.0,  11.2,  and  50  percent  have  been 
granted;  for  sponsor  see  No.  000859  in 
9  510.600(c)  of  this  chapter. 

(2)  Premix  levels  1.12  and  11.2  percent 
have  been  granted  for  use  in  accordance 
with  item  2  of  the  table;  for  sponsor  see 
No.  017800  in  9  510.600(c)  of  this  chap¬ 
ter. 

(c)  Assay  limits.  Finished  feed  must 
contain  not  less  than  80  percent  nor 
more  than  120  percent  of  the  labeled 
amount  of  the  drug. 

(d)  Special  considerations.  Adequate 

directions  and  warnings  for  use  must  be 
given  and  shall  Include  a  statement  that 
coumaphos  is  a  cholinesterase  inhibitor 
and  that  animals  being  treated  with 
coumaphos  should  not  be  exposed  dining 
or  within  a  few  days  before  or  after 
treatment  to  any  other  cholinesterase  in¬ 
hibiting  drugs,  insecticides,  pesticides,  or 
chemicals.  _ 

(e)  Related  tolerances.  See  40  CFR 
180.189. 

(f )  Conditions  of  use.  It  is  used  in  ani¬ 
mal  feeds  as  follows: 

(1)  Beef  and  dairy  cattle — (i)  Amount. 
Coumaphos  0.00012  lb.  (0.054  gram)  per 
100  lb.  body  weight  per  day. 


(a)  Indications  for  use.  As  an  aid  In 
tt^  reduction  of  fecal  breeding  flies 
throui^  control  of  fly  larvae. 

(b)  Limitations.  Feed  for  the  duration 
of  season  in  a  complete  feed  contain¬ 
ing  0.0033  percent  or  in  a  feed  supple¬ 
ment  containing  not  over  0.0066  percent 
coumaphos;  do  not  feed  to  animals  less 
than  3  months  old;  not  for  use  in  pel¬ 
leted  feeds. 

(ii)  Amount.  Coumaphos,  0.002  lb. 
(0.091  gram)  per  100  lb.  body  weight  per 
day. 

(a)  Indications  for  use.  Control  of 
gastrointestinal  roundworms  (Haemon- 
chus  spp.,  Ostertagia  spp.,  Coorperia  spp., 
Nematodirus  spp.,  Trichostrongylus 
spp.). 

(b)  Limitations.  Feed  0.0002  lb.  (0.091 
gram)  per  100  lb.  body  weight  per  day  for 
6  consecutive  days  in  the  normal  grain 
ration  to  which  the  animals  are'accus- 
tomed  but  not  in  rations  containing  more 
than  0.1  percent  coumaphos;  do  not  feed 
to  animals  less  than  3  months  old;  do 
not  feed  to  sick  animals  or  animals  un¬ 
der  stress,  such  as  those  Just  shipped, 
dehorned,  castrated,  or  weaned  within 
the  last  3  weeks;  do  not  feed  in  conjimc- 
tion  with  oral  drenches  or  with  feeds 
cmitaining  phenothlazlne.  Should  con¬ 
ditions  warrant,  repeat  treatment  at  30- 
day  intervals. 

(2)  Laying  chickens— (\)  Amount. 
Coumaphos  27.2  grams  per  ton  (0.003 
percent) . 

(11)  Indications  for  use.  For  control  of 
capillary  worm  iCapUlaria  dbsignata) 
and  as  an  aid  in  control  of  common 
round  worm  (Ascaridia  galli)  and  cecal 
worm  (Heterakis  gallinae) . 

(Hi)  Limitations.  In  ccnnplete  feed; 
administer  continuously  as  the  total 
feed  ration  for  14  days;  when  reinfec¬ 
tion  occurs,  treatment  may  be  repeated 
but  not  sooner  than  3  weeks  after  the 
end  of  the  previous  treatment;  do  not 
feed  to  chickens  within  10  days  of  vac¬ 
cination  or  other  conditions  of  stress; 
treatment  of  colored  breeds  of  commer¬ 
cial  layers  should  be  avoided  while  in 
pr<>iuction  since  these  breeds  appear  to 
be  more  sensitive  to  coumiq)hos  than 
white  breeds;  as  sole  medication;  medi¬ 
cations  in  general  should  be  avoided 
while  birds  are  approaching  peak  pro¬ 
duction;  such  interruption  of  normal 
feeding  practices  may  upset  the  flock 
and  lower  egg  production;  diagnosis  by 
competent  personnel  is  essential;  flock 
condition  and  production  records  should 
be  carefully  evaluated  prior  to  treat¬ 
ment. 

(3)  Replacement  pullets — (1)  Amount. 
Coumaphos  36.3  grams  per  ton  (0.004 
percent) . 

(ii)  Indications  for  use.  For  control 
of  capillary  worm  iCapillaria  dbsignata) 
and  as  an  aid  in  control  of  common 
roundworm  (Ascaridia  galli)  and  cecal 
worm  (Heterakis  gallinae) . 

(iii)  Limitations.  In  c(unplete  feed; 
administer  before  the  onset  of  produc¬ 
tion;  diagnosis  by  competent  personnel 
is  essential;  administer  continuously  as 
total  feed  ration  for  from  10  to  14  days; 
do  not  feed  to  chickens  imder  8  weeks 
of  age  nor  within  10  days  of  vaccina¬ 
tion  or  other  conditions  of  stress;  if 
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birds  are  maintained  on  contaminated 
Utter  or  exposed  to  infected  birds,  a 
second  10  to  14  day  treatment  is  recom¬ 
mended  but  not  sooner  than  3  weeks 
after  the  end  of  the  previous  treatment; 
as  sole  medication;  if  r^nfection  occurs 
after  production  begins,  repeat  treat¬ 
ment  as  recommended  for  laying  flocks. 

§  558.195  Decoquinate. 

(a)  Chemical  name.  Ethyl  6-(decyl- 
oxy) -7-ethoxy-  4  -hydroxy-  3  -quino- 
line-carboxylate  (CmHhNOs). 

(b)  SpeiHfications.  Assay — ^not  less 
than  98  percent  by  ultraviolet  spectro- 
photome^:  melting-point  range— 242*- 
245*  C. 

(c)  Approvals.  (1)  Premix  level  6  per¬ 
cent  granted  to  No.  011801  in  §  510.600 
(c)  of  this  chapter. 

(2)  Premix  level  0.00828  percent 
granted  to  No.  012286  in  §  510.600(c)  of 
this  chapter. 

(d)  Assay  limits.  Finished  feed  not  less 
than  80  percoit  nor  more  than  120  per¬ 
cent  of  labeled  amount. 

(e)  Related  tolerances  in  edible  prod- 
acts.  See  S  556.170  of  this  chapter. 

(f)  Special  considerations.  Bentonite 
should  not  be  used  in  decoquinate  feeds. 

(g)  Conditions  of  use.  It  is  used  in 
feed  for  broUer  chickois  as  follows: 

(1)  Amount  per  ton.  Decoquinate,  27.2 
grams  (0.003  percent) . 

(1)  Indications  for  use.  As  an  aid  in  the 
prevention  of  coccidlosis  caused  by  E. 
tenella,  E.  necatrix,  E.  mivati.  E.  acer- 
vulina,  E.  maxima,  and  E.  brunetti. 

(ii)  Limitations.  Do  not  feed  to  laying 
chickens. 

(2)  Amount  per  ton.  Decoquinate, 
27.2  grams  (0.003  percent)  plus  3-nltro- 
4-hydroxyphenlyarsonic  acid,  45.4  grams 
(0.005  percMit) . 

(i)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidlosis  caused  by 
E.  tenella,  E.  necatrix,  E.  mivati,  E.  acer- 
vulina,  E.  maxima,  and  E.  brunetti: 
growth  promotion  and  feed  efBciency: 
improving  pigmentation. 

(ii)  Limitations.  Do  not  feed  to  laying 
chickens;  withdraw  5  days  before 
slaughter,  as  sole  source  of  organic  ar¬ 
senic. 

(3)  Amount  per  ton.  Decoquinate,  27.2 
grams  (0.003  percent)  plus  bacitracin, 
10-50  grams. 

(i)  Indications  for  use.  For  Increased 
rate  of  weight  gain  and  improved  feed 
eflBciency;  as  an  aid  in  the  prevention  of 
coccidlosis  caused  by  E.  tenella,  E.  neca¬ 
trix,  E.  mivati,  E.  acervulina,  E.  maxima. 
and  E.  brunetti. 

(ii)  Limitations.  Do  not  feed  to  laying 
chickens;  feed  as  sole  ration;  as  zinc 
bacitracin  provided  by  No.  012769  in 
S  510.600(c)  of  this  chapter. 

(4)  Amount  per  ton.  Decoquinate,  27.2 
grams  (0.003  percent)  plus  chlortetra- 
cycline,  200  grams. 

(i)  Indications  for  use.  As  an  aid  in  the 
prevention  of  coccidlosis  caused  by  E. 
tenella,  E.  necatrix,  E.  acervulina,  E. 
mivati,  E.  maxima,  &nd  E.  brunetti;  for 
the  treatment  of  chronic  respiratory 
disease  (air  sac  infection) ,  prevention  of 
synovitis. 


(11)  Limitations.  Do  not  feed  to  laying 
chickens;  in  low  calcimn  feed  containing 
0.8  percent  of  calcium;  not  to  be  fed  ccm- 
tinuously  for  more  than  8  weeks;  as 
chlortetracycline  hydrochloride  provided 
by  No.  010042  in  f  510.600(c)  of  this 
chapter. 

(5)  Amount  per  ton.  Decoquinate,  27.2 
grams  (0.003  percent)  combined  with 
lincomycln,  2  grams. 

(i)  Indications  for  use.  For  increase 
in  rate  of  weight  gain,  improved  feed 
efficiency,  and  as  an  aid  in  the  prevent 
tion  of  c(x:cidlosis  caused  by  E.  tenella, 
E.  necatrix,  E.. acervulina,  E.  maxima,  E. 
mivati,  and  E.  brunetti. 

(ii)  Limitations.  For  flcror  raised 
broiler  chickens;  do  not  feed  to  laying 
chickens;  to  be  fed  as  the  sole  ration;  as 
lincomycln  hydrochloride  nponohydrate 
provided  by  No.  000009  in  S  510.600(c) 
of  this  chapter. 

(6)  Amount  per  ton.  Decoquinate,  27.2 
grams  (0.003  percent)  plus  3-nitro-4- 
hydroxyphenylarsonlc  acid,  11-45  grams 
(0.0012-0.005  percent)  plus  bacitracin, 
12-50  grams. 

(1)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidlosis  caused  by 
E.  teneUa,  E.  necatrix,  E.  acervulina,  E. 
mivati,  E.  maxima,  and  E.  brunetti;  and 
for  increased  rate  of  weight  gain  and 
improved  feed  efficiency. 

(ii)  Limitations.  Do  not  feed  to  laying 
chickens;  withdraw  5  dairs  before 
slaughter,  as  sole  source  of  organic 
arsenic;  as  zinc  bcu;itracin  provided 
by  No.  012769  in  §  510.600(c)  of  this 
chapter;  as  3  -  nltro  -  4  -  hydroxy- 
phenylarsonlc  acid  as  provided  by  No. 
017210,  $  510.600(c)  of  Uiis  chapter. 

§  558.205  Dkhlorvos. 

(a)  Chemical  nanOe.  2,2-Dichlorovinyl 
dimethyl  phosphate. 

(b)  Approvals.  Premix  level  9.6  per¬ 
cent  granted  to  No.  011461  in 
S  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Finished  feed  must 
contain  80  to  130  percent  of  the  labeled 
amount  of  dichlorvos. 

(d)  Special  considerations.  (1)  Di¬ 
chlorvos  Is  to  be  Included  in  meal  or  mash 
or  mixed  with  feed  in  crumble  form  only 
after  the  crumble  feed  has  been  manu¬ 
factured.  Do  not  mix  in  feeds  to  be  pel¬ 
leted  nor  with  pelleted  feed.  Do  not  soak 
the  feed  or  administer  as  wet  mash.  Feed 
must  be  dry  when  administered.  Do  not 
use  in  animals  other  than  swine.  Do  not 
allow  fowl  access  to  feed  containing  this 
preparation  or  to  feces  from  treated 
animals. 

(2)  Dichlorvos  is  a  cholinesterase  in¬ 
hibitor.  Do  not  use  this  product  in  ani¬ 
mals  simultaneously  or  within  a  few  days 
before  or  after  treatment  with  or  expo¬ 
sure  to  cholinesterase-inhibiting  drugs, 
pesticides,  or  chemicals.  If  human  or 
animal  poisoning  should  occur,  imme¬ 
diately  consult  a  physician  or  a  veteri¬ 
narian.  Atropine  is  antidotal. 

(3)  Labeling  for  feed  supplements 
must  include  a  statement  that  containers 
or  materials  used  in  packaging  such  sup¬ 
plements  are  not  to  be  reused  and  all 
such  packaging  materials  must  be  de¬ 
stroyed  after  the  product  has  been  used. 


(4)  Finished  feeds  conforming  to  the 
requirements  of  this  section  processed 
from  feed  supplements  containing  up  to 
0.768  percent  of  dichlorvos  are  not  re¬ 
quired  to  comply  with  the  provisions  of 
section  512(m)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

(e)  Related  tolerances.  See  8  556.180 
of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
feed  for  swine  as  follows: 

(1)  Amount.  Dichlorvos.  0.0384  per¬ 
cent. 

(1)  Indications  for  use.  For  the  re¬ 
moval  and  control  of  mature.  Immature, 
and/or  fourth-stage  larvae  of  the  whip¬ 
worm  {Trichuris  suis),  nodular  worm 
(Oesophagostomum  sp.),  large  round- 
worm  (Ascaris  suum)  and  the  thick 
stomach  worm  (Ascarops  strongylina) 
of  the  gastrointestinal  tract. 

(11)  Limitations.  For  swine  up  to  70 
pounds  body  weight,  feed  as  sole  ration 
for  2  consecutive  days.  For  swine  from 
70  pounds  to  maiicet  weight,  feed  as  sole 
ration  at  the  rate  of  8.4  pounds  ot  feed 
per  head  imtil  the  medicated  feed  has 
been  consumed.  For  boars,  open  or  bred 
gilts,  and  sows,  feed  as  s(de  ration  at  the 
rate  of  4.2  pounds  per  head  per  day  for 
2  consecutive  days. 

(2)  Amount.  Dichlorvos,  0.0528  per¬ 
cent. 

(1)  Indications  for  use.  For  the  re¬ 
moval  and  control  of  mature,  immature, 
and/or  fourth-stage  larvae  of  the  vdilp- 
worm  (.Trichuris  suis),  nodular  worm 
{Oesophagostomum  sp.),  large  round- 
worm  (Ascaris  suum),  and  the  thick 
stomach  worm  (Ascarops  strongylina) 
of  the  gastrointestinal  tract. 

(ii)  Limitations.  For  boars,  (ven  or 
bred  gilts,  and  sows,  feed  as  sole  ration 
at  the  rate  of  6  pounds  per  head  for  one 
feeding. 

§  558.225  Diethylstilbestrol. 

(a)  Chemical  name.  3.4-Bis(p-hy- 
droxyphenyl)  -3 -hexene. 

(b)  Specifications.  Complies  with 
U.S.P.  xvn. 

(c)  Approvals.  (1)  In  dry  premix. 
levels  of  2  grams  (0.44  percent)  and  10 
grams  (2.2  percent)  of  diethylstilbestrol 
per  pound  have  been  grants,  and,  in 
liquid  premix,  levels  of  20  grams  (4.4  per¬ 
cent)  and  40  grams  (8.8  percent)  of 
diethylstilbestrol  per  pound  have  been 
granted  for  use  in  manufacturing 
finished  feeds  within  the  currently  ap¬ 
proved  use  levels  of  5-20  milligrams  per 
head  per  day;  for  sponsor  see  No.  000986 
in  8  510.600(c)  of  this  chapter. 

(2)  In  dry  premix,  levels  of  2  grams 
(0.44  percent),  4  grams  (0.88  percent), 
and  10  grams  (2.2  percent)  of  diethyl¬ 
stilbestrol  per  pound  has  been  granted 
for  use  in  manufacturing  finished  feeds 
within  currently  approv^  use  levels  of 
5-20  milligrams  per  head  per  day;  for 
sponsor  see  No.  024264  in  8  510.600(c) 
of  this  chapter. 

(d)  Assay  limits.  Finished  feed  con¬ 
taining  below  0.00022  percent  diethyl¬ 
stilbestrol  must  have  not  less  than  80 
percent  nor  more  than  120  percent  of 
labeled  amount.  Finished  feed  contain¬ 
ing  over  0.00022  percent  diethylstilbes- 
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trol  must  have  not  less  than  8$  percent 
nor  more  than  115  percent  -of  labeled 
amount. 

(e)  Special  considerations.  Maximum 
level  of  dlethylstilbestrol  permitted  In 
concentrate  for  cattle  Is  0.0044  percent. 

(f )  Related  tolerances.  See  S  556.190 
of  this  chapter. 

(g)  Conditions  of  use.  It  Is  used  In  dry 
feed  for  beef  cattle  as  follows; 

(1)  Amount.  5  to  20  milligrams  per 
head  per  day. 

(2)  Indications  for  use.  Fattening  of 

(3)  Limitations.  Use  at  5  to  20  milli¬ 
grams  per  head  In  not  less  than  1  pound 
of  feed;  withdraw  7  days  before  slaugh¬ 
ter;  do  not  feed  to  breeding  or  dairy 
animals;  feed  not  more  than  10  milli¬ 
grams  per  head  per  day  to  animals  under 
750  potmds  body  weight. 

§  558.S05  Ipronidazole. 

(a)  Chemical  name.  2-Isopropyl-l- 
methyl-5-nitrolmldazole. 

(b)  Approvals.  Premix  level  contain¬ 
ing  12.5  percent  of  the  drug  had  been 
granted;  for  sponsor  see  No.  000004  in 
§  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Finished  feed  con¬ 
taining  0.00625  percent  Ipronidazole  not 
less  than  75  percent  nor  more  than  125 
percent  of  labeled  amount.  Finished  feed 
containing  0.025  percent  Ipronidazole 
not  less  than  80  percent  nor  more  than 
120  percent  of  labeled  amoxmt.  Premix 
not  less  than  98  percent  nor  more  than 
115  percent  of  labeled  amount. 

(d)  Related  tolerances.  See  §  556.340 
of  this  chapter. 

(e)  Special  considerations.  Finished 
feed  processed  from  feed  supplements 
that  contain  up  to  0.0625  percent  iproni¬ 
dazole  and  that  comply  the  provi¬ 
sions  of  both  this  paragraph  and  para¬ 
graph  (f)  of  this  section  is  not  required 
to  comply  with  the  provisions  of  section 
512(m)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

(f)  Conditions  of  use.  It  Is  used  in  feed 
for  turkeys  as  follows : 

(1)  Amount  per  ton.  Ipronidazole, 
56.75  grams  (0.00625  percent) . 

(1)  Indication  for  use.  As  an  aid  In  the 
prevention  of  blackhead  (hlstomonlasls) . 
For  Increased  rate  of  weight  gain  and  Im¬ 
proved  feed  efficiency. 

(11)  Limitations.  Withdraw  4  days  be¬ 
fore  slaughter.  Do  not  feed  to  turkeys 
producing  eggs  for  food. 

(2)  Amount  per  ton.  Ipronidazole, 
56.75  grams  (0.00625  percent)  plus  sul- 
fadimethoxine,  56.75  grams  (0.00625  per¬ 
cent)  plus  ormetoprlm,  34.05  grams 
(0.00375  percent) . 

(I)  Indications  for  use.  As  an  aid  In 
the  prevention  of  blackhead  (histomo- 
niasls)  smd  coccldlosls  caused  by  all 
Eimerla  species  known  to  be  pathogenic 
to  turkeys,  namely,  E.  adenoeides.  E.  gal- 
lopavonis,  and  E.  meleagrimitis;  bacte¬ 
rial  infections  due  to  P.  multocida  (fowl 
cholera) . 

(II)  Limitations.  Withdraw  4  days  be¬ 
fore  slaughter.  Do  not  feed  to  turkesrs 
producing  eggs  for  food. 

(3)  Amount  per  ton.  Ipronidazole,  227 
grams  (0.()25  percent). 


(I)  Indications  for  use.  For  the  treat¬ 
ment  of  blackhead  (hlstomonlasls)  in 
turkeys. 

(II)  Limitations.  Withdraw  4  days  be¬ 
fore  slaughter.  Do  not  feed  to  turkeys 
producing  eggs  for  food.  Feed  for  7  days 
at  the  0.025  percent  level.  Follow  treat¬ 
ment  with  the  preventive  level  (0.00625 
percent)  of  ipronidazole. 

§  558.315  Levamifiole  hydrochloride 
(effuivalent). 

(a)  Chemical  name.  (-) -2,3,5,6-Tet- 
rahydro-6-phenylimidazo  [2,1-b]  thla- 
zole  monohydro^orlde. 

(b)  Specifications.  Assay  of  not  less 
than  98  percent  of  nonaqueous  titration 
with  O.IN  potassium  isoproproxlde;  1  iso¬ 
mer  minimum  95  percent  pure  by  optical 
rotation. 

(c)  Approvals.  Premix  level  227  grams 
per  pound  granted  to  No.  010042  In, 
S  510.600(c)  of  this  chapter. 

(d)  Assay  limits.  Finished  feed  85-125 
percent  of  labeled  amoimt. 

(e)  Related  tolerances.  See  9  556.350 
of  this  chapter. 

(f )  Conditions  of  use.  It  is  used  In  ani¬ 
mal  feed  as  follows: 

(1)  Cattle — (1)  Amount  per  ton.  0.36- 
3.6  grams  (0.08-0.8  percent). 

(11)  Indications  for  use.  Treatment  of 
the  following  gastrointestinal  worms  and 
lung  worm  infections;  stomach  worms 
(Haemonchus,  Trichostrongylus,  Oster- 
tagia),  intestinal  worms  (Trichostron- 
gylus  Cooperia,  Nematodirus.  Bunosto- 
mum,  Oesophagostomum) ,  and  lung- 
worms  (Dictyocaulus) . 

(ill)  Limitations.  Administer  medi¬ 
cated  feed  mixed  thoroughly  in  one  half 
the  usual  amount  of  morning  feed;  the 
medicated  feed  mix  should  be  consumed 
within  6  hours;  when  medicated  feed  Is 
consumed  resume  normal  feeding;  medi¬ 
cated  feed  is  to  be  fed  at  the  rate  of  0.36 
gram  of  levamlsole  hydrochloride  (equiv¬ 
alent)  per  100  lb.  of  body  weight;  condi¬ 
tions  of  constant  helminth  exposure  may 
require  retreatment  within  2  to  4  weeks 
after  the  first  treatmoit;  do  not 
slaughter  for  food  within  48  hours  of 
treatment;  consult  veterinarian  before 
using  in  severely  debilitated  animals;  do 
not  administer  to  dairy  animals  of  breed¬ 
ing  age;  for  use  in  pelleted  or  meal  feeds 
only;  the  label  shall  bear  the  caution, 
“Muzzle  foam  may  be  observed.  However, 
this  reaction  will  disappear  within  a  few 
hours.  If  this  condition  persists,  a  veteri¬ 
narian  should  be  consulted.  Fhllow  rec¬ 
ommended  dosage  carefully." 

(2)  Stoine — (1)  Amount  per  ton.  0.36 
grams  (0.8  percent) . 

(11)  Indications  for  use.  Treatment  of 
the  following  nematode  Infections;  large 
round  worms  (Ascaris  suum),  nodular 
worms  (Oesophagostomum  spp.),  lung- 
worms  (Metastrongylus  spp.),  intestinal 
threadworms  (Strongyloides  ransomi) . 

(ill)  Limitations.  It  is  recommended 
that  regular  feed  be  withheld  overnight 
and  worming  feed  administered  the  fol¬ 
lowing  morning;  feed  1  lb.  of  worming 
feed  per  100  lb.  of  body  weight  of  pigs  to 
be  treated;  may  be  fed  as  sole  feed  or 
thoroughly  mixed  with  1  to  2  parts  of 
regular  feed  prior  to  feeding;  when  medi¬ 


cated  feed  is  consiuned,  resume  normal 
feeding.  Pigs  maintained  under  condi¬ 
tions  of  constant  worm  exposure  may  re¬ 
quire  re-treatment  within  4  to  5  weeks 
after  the  first  treatment  due  to  reinfec¬ 
tion;  do  not  slaughter  for  food  within  72 
hours  of  treatment;  the  label  shall  bear 
the  caution,  "Ebccessive  sallvatlcm  or 
muzzle  foam  may  be  observed.  This  reac¬ 
tion  is  occasionally  seen  and  will  disap¬ 
pear  in  a  short  time  after  medication.  If 
pigs  are  infected  with  matiure  lungworms, 
coughing  and  vomiting  may  be  observed 
soon  after  medicated  feed  is  consumed. 
This  reaction  is  due  to  the  expulsion  of 
worms  from  the  lungs  and  will  be  over  in  - 
several  hours." 

§  558.325  Lincomycin. 

(a)  Specifications.  Meets  the  specifica¬ 
tions  prescribed  by  1 453.30(a)  (1)  of  this 
chapter. 

(b)  Approvals.  Premix  level  of  4  grams 
per  pound  has  been  granted;  for  sponsor 
see  No.  000009  in  9  510.600(c)  of  this 
chapter. 

(c)  Assay  limits.  Finished  feed  not  less 
than  80  percent  nor  more  than  130  per¬ 
cent  of  labeled  amount.  Premix  not  less 
than  90  percent  nor  more  than  115  per¬ 
cent  of  labeled  amount. 

(d)  Related  tolerances  in  edible  prod¬ 
ucts.  See  9  556.360  of  this  chapter. 

(e)  Conditions  of  use.  (1)  It  is  used  in 
feed  for  fioor-raised  broilers  as  follows: 

(1)  Amount  per  ton.  2  to  4  grams. 

(ii)  Indications  for  use.'  For  Increase 

in  rate  of  weight  gain  and  Improved 
feed  efficiency. 

(ill)  Limitations.  As  lincmnycin  hydro¬ 
chloride  monohydrate. 

(2)  Lincomycin  may  also  be  used  in 
combination  with : 

(1)  Amprolium,  ethopabate,  and  3- 
nitro-4-hydroxyphenylarsonlc  acid  in 
accordance  with  §9  121.210  and  121.262 
of  this  chapter. 

(ii)  Amprolium  and  ethopabate  in  ac¬ 
cordance  with  9  121.210  of  this  chapter. 

(iii)  Cl(vidol  in  accordance  with 
9  558.175. 

(iv)  Buquinolate  in  accordance  with 
9  558.105. 

(v)  Decoquinate  in  accordance  with 
9  558.195. 

(vi)  Zoalene  in  accordance  with 
9  121.207  of  this  chapter. 

(vii)  Monensin  in  accordance  with 
9  558.355. 

(vlii)  Robenidine  hydrochloride  in. 
accordance  with  9  558.515.* 

(ix)  3  -  Nitro  -  4  -  hydroxyphenyl- 
arsonic  acid,  monensin  sodium  in  ac¬ 
cordance  with  9  121.262  of  this  chiq;>ter 
and  9  558.355.  . 

§  558.355  Monensin. 

(a)  Specifications.  Monensin  is  the 
cubstance  produced  by  the  fermentation 
of  Streptomyces  cinnamonensis  or  the 
same  substance  produced  by  any  other 
means.  It  is  present  as  monensin  or  the 
sodium  salt.  A  mlnimiim  of  90  percent  of 
monensin  activity  is  derived  frmn 
monensin  A. 

(b)  Approuob.  Approvals  for  premixes 
containing  the  specified  levels  of  monen¬ 
sin  activity  granted  to  firms  identified  by 
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sponsor  numbers  in  S  510.600(c>  of  this 
chapter  for  the  conditions  of  use  indi¬ 
cated  in  paragraph  (f )  of  this  section  are 
SIS  follows  • 

(1>  TO  000986  :  44  or  45  grams  per  lb., 
paragraph  (f)  (1)  (i) . 

(2)  To  000986:  110  gnuns  per  lb., 
paragraidi  (f)(1)  (1),  (ill),  (iv)  and  (v) 
and  (2)  (i)  and(ii). 

(3)  To  000986  :  44  grams  per  lb.,  with 
18  grams  per  lb.  of  3-nitro-4-hydroxy- 
phenylarsonlc  acid.  110  grams  per  lb. 
with  45  grams  per  lb.  of  3-nltaro-4-hy- 
drox3rphenylarsonlc  acid,  paragraph  (f) 
(1)(U). 

(4)  To  012286:  303.5  grams  per  ton.  as 
monensin  sodium,  with  .0138  percent  3- 
nitro  -  4  -  hydroxyphenylarsonic  acid, 
paragraph  (f )  (1)  (ii) . 

(5)  To  011904:  14.67  grams  per  lb.,  as 
monensin  sodium,  paragraph  (f)(1)  (i). 

(6)  To  011904:  11.786  grams  per  lb.,  as 
monensin  sodium,  with  1.063  percent  3- 
nltro-4-hydroxyphenylarsonic  acid,  22 
grams  per  lb.,  as  monensin  sodiiun,  with 
1.98  percent  3-nitro-4-hydroxyphenylar- 
sonic  acid,  paragraph  (f)  (1)  (ii) . 

(c)  Assay  limits.  Finished  feed  not  less 
than  75  percent  nor  more  than  125  per¬ 
cent  of  labeled  amoimt  of  monensin 
activity. 

(d)  Special  considerations.  Finished 
feed  containing  monensin  as  the  mycelial 
cake  shall  bear  an  expiration  date  of  90 
days  after  its  date  of  manufacture. 

(e)  Related  tolerances.  See  i  556.420 
of  this  chapter. 

(f)  Conditions  of  use.  It  Is  used  as 
follows: 

(1)  Broiler  chickens — (1)  Amount  per 
ton.  Monensin,  90-110  grams. 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccldlosis  caused  by 
E.  necatrix,  E.  tenella,  E.  acervulina,  E. 
brunetti,  E.  mivati,  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to  laying 
chickens;  feed  continuously  as  the  sole 
ration;  withdraw  72  hours  before  slaugh¬ 
ter;  as  monensin  or  monensin  sodiiun. 

(B)  Amount  per  ton.  Monensin,  90- 
110  grams,  plus  3-nltro-4-hydroxy- 
phenylarsonlc  acid -45.4  grams  (0.005 
percent) . 

(a)  Indications  for  use.  Growth 
promotion  and  feed  efficiency,  improving 
pigmentation;  as  an  aid  in  the  preven¬ 
tion  of  coccidiosis  caused  by  E.  necatrix. 
E.  tenella.  E.  acervulina.  E.  brunetti.  E. 
mivati  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to  laying 
chickens;  feed  continuously  as  the  sole 
ration;  withdraw  5  days  before  slaugh¬ 
ter;  as  sole  source  of  organic  arsenic; 
as  monensin  or  monensin  sodium. 

(Bl)  Amount  per  ton.  Monensin,  90-110 
grams  plus  bacitracin,  5-10  grams. 

(a)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency;  as  an  aid  in  the  prevention  of 
coccidiosis  caused  by  E.  necatrix.  E. 
tenella.  E.  acervulina.  E.  brunetti.  E. 
mivati.  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to  laying 
chickens;  feed  continuously  as  sole  ra¬ 
tion;  withdraw  72  hours  before  slaugh¬ 
ter;  as  bacitracin  methylene  disaUcy- 
late  provided  by  No.  000794  in  |  510.600 

^  (c)  of  this  chapter;  as  monensin  sodiiun. 
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(iv)  Amount  per  ton.  Monensin,  90- 
110  grams  plus  bacitracin,  10  grams. 

(a)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency;  as  an  aid  in  the  prevention  of 
coccidiosis  caused  by  E.  necatrix,  E. 
tenella.  E.  acervulina.  E.  brunetti.  E. 
mivati.  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to  laying 
chickens;  feed  continuously  as  sole  ra¬ 
tion;  withdraw  72  hours  before  slaugh¬ 
ter;  as  zinc  bacitracin  provided  by  No. 
012769  in  §  510.600(c)  of  this  chapter; 
as  monensin  sodium. 

(V)  Amount  per  ton.  Monensin.  90- 
110  grams  plus  bacitracin,  10-30  grams. 

(a)  Indications  for  use.  For  improved 
feed  efficiency;  as  an  aid  in  the  preven¬ 
tion  of  coccidiosis  caused  by  E.  necatrix. 
E.  tenella.  E.  acervulina,  E.  brunetti,  E. 
mivati.  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to  laying 
chickens;  feed  continuously  as  sole  ra¬ 
tion;  withdraw  72  hours  before  slaugh¬ 
ter;  as  zinc  bacitrsK^in  provided  by  No. 
012769  in  s  510.600(c)  of  this  chapter; 
as  monensin  sodium. 

(2)  Floor  raised  broiler  chickens — (1) 
Amount  per  ton.  Monensin,  90-110  grams 
plus  Uncomycin,  2  grams. 

(a)  Indications  for  use.  For  increase  in 
rate  of  weight  gain  and  improved  feed 
efficiency;  as  an  aid  in  the  prevention  of 
coccidiosis  caused  by  E.  necatrix,  E.  ten¬ 
ella.  E.  acervulina.  E.  brunetti.  E.  mivati. 
and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to  laying 
chickens;  to  be  fed  as  a  sole  ration,  with¬ 
draw  72  hours  before  slaughter;  as  mo¬ 
nensin  sodium. 

(B)  Amount  per  ton.  Monensin,  90-110 
grams  plus  Uncomycin,  2  grams  and  3- 
nitro-4-hydroxyphenylarsonic  acid,  15- 
45  grams. 

(a)  Indications  for  use.  Vox  increase  in 
rate  of  weight  gain;  as  an  aid  in  the  pre¬ 
vention  of  coccidiosis  caused  by  E.  neca¬ 
trix.  E.  tenella,  E.  acervulina,  E.  brunetti. 
E.  mivati,  and  E.  maxima. 

(b)  Limitations.  Do  not  feed  to  laying 
chickens;  feed  continuously  as  the  sole 
ration;  withdraw  5  days  before  slaughter; 
as  sole  source  of  organic  arsenic;  as  3- 
nitro-4-hydroxyphenylarsonic  acid  pro¬ 
vided  by  No.  017210,  S  510.600(c)  of  this 
chapter;  as  monensin  sodium  provided  by 
No.  000986,  §  510.600(c)  of  this  chapter; 
as  Uncomycin  provided  by  No.  000009, 
S  510.600(c)  of  this  chapter;  as  a  com¬ 
bination  provided  by  No.  000009, 
§  510.600(c)  of  this  chapter. 

§  558.365  Nequinatc. 

(a)  Chemical  name.  Methyl  7-(ben- 
zyloxy)  -  6  -  butyl  -  1,4  dihydro  -  4  -  oxo- 
3-quinoUne  carboxylate. 

(b)  Approvals.  (1)  Premix  level  con¬ 
taining  4  percent  nequinate  granted  to 
No.  000046  in  $  510.600(c)  of  this  chapter. 

(2)  Premix  level  containing  4  percent 
nequinate  granted  to  No.  017800  in 
f  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Finished  feed  must 
contain  not  less  than  80  percent  nor  more 
than  120  percent  of  nequinate. 

(d)  Related  tolerances.  See  S  556.440 
of  this  chapter. 

(e)  Special  considerations.  Do  not  use 
in  fe^  containing  bentonite. 


(f)  Conditions  of  use.  It  is  used  as 
foUows: 

(1)  Broiler  or  fryer  chickens — (1) 
Amount  per  ton.  Nequinate,  18.16  grams. 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccicUosls  caused  by  E. 
tenella,  E.  necatrix.  E.  acervulina.  E. 
maxima,  E.  brunetti.  and  E.  mivati. 

(b)  Limitations.  Feed  continuously  as 
the  sole  ration. 

(U)  Amount  per  ton.  Nequinate,  18.16 
grams  (0.002  percent)  plus  3-nitro-4- 
hydroxyphenylarsonic  acid,  45.4  graiiis 
(0.005  percent) . 

(a)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella.  E.  necatrix,  E.  acervulina,  E. 
brunetti.  and  E.  mivati:  growth  promo¬ 
tion  and  feed  efficiency;  for  improving 
pigmentation. 

(b)  Limitations.  Feed  continuously  as 
sole  ration  throughout  the  starting 
period;  withdraw  5  days  before  slaugh¬ 
ter;  as  sole  source  of  organic  arsenic. 

(iU)  Amount  per  ton.  Nequinate,  18.16 
grams  (0.002  percent)  plus  oxytetracy- 
cUne,  200  grams. 

(a)  Indications  for  use.  For  control  of 
complicated  chronic  respiratory  disease 
(air-sac  infection).  Infectious  synovitis, 
and  treatment  of  blue  (xnnb  (nonspecific 
infectious  enteritis) , 

(b)  Limitations.  As  monoalkyl  iC$ — 
Cu)  trimethylanunonlum  oxytetracy- 
cUne  as  provided  by  No.  000069  in  S  510. 
600(c)  of  this  chapter. 

(2)  Roaster  chickens  or  repUicement 
chickens  for  caged  layers — (i)  Amount 
per  ton.  Nequinate,  18.16  grams  (0.002 
percent) . 

(U)  Indications  for  use.  An  aid  in  the 
prevention  of  coccidiosis  caused  by  E. 
tenella.  E.  necatrix,  E.  acervulina,  E. 
maxima,  E.  brunetti,  and  E.  mivati. 

(Ui)  Limitations.  Feed  continuously  as 
the  sole  ration;  do  not  feed  to  chickens 
over  16  weeks  of  age. 

§  558.415  Novobiocin. 

(a)  Specifications.  Novobiocin  is  the 
antibiotic  substance  produced  by  growth 
of  Streptomyces  niveus  or  the  same  anti¬ 
biotic  substance  produced  by  any  other 
means. 

(b)  Approvals.  Premix  level  25  grams 
of  novobiocin  activity  per  poimd  granted 
to  No.  000009  as  Usted  in  §  510.600(c)  of 
this  chapter. 

(c)  Assay  Bmifs.  Finished  feed  not  less 
than  80  percent  nor  more  than  120  per¬ 
cent  of  labeled  amount. 

(d)  Special  considerations.  Finished 
feeds  conforming  to  the  requirements  of 
this  section  are  exempt  from  the  provi¬ 
sions  of  section  512(m)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(e)  Related  tolerances.  See  §  556.460 
of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
animal  feeds  as  follows: 

(1)  Chickens — (i)  Amount.  Novobio¬ 
cin,  6-7  mgs.  per  lb.  body  weight  per  day. 

(a)  Indications  for  use.  Aid  in  the 
treatment  of  breast  blisters  associated 
with  staphylococcal  infections  susceptible 
to  novobiocin. 

(b)  Limitations.  Administer,  as  sole 
ration,  feed  which  contains  n(A  less  than 
200  grams  of  novobiocin  activity  per  ton 
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of  feed;  not  for  laying  chickens;  feed  5 
to  7  days;  withdraw  4  days  before 
slaughter. 

(ii)  Amount.  Novobiocin,  10-14  mgs. 
per  lb.  body  weight  per  day. 

(a)  Indications  for  use.  Treatment  of 
staphylococcal  synovitis  and  generalized 
staphylococcal  infections  susceptible  to 
novobiocin. 

(b)  Limitations.  Administer,  as  sole 
ration,  feed  which  contains  not  less  than 
350  grams  of  novobiocin  activity  per  ton 
of  feed;  not  for  laying  chickens;  feed  5 
to  7  days;  withdraw  4  days  before 
slaughter. 

(2)  Turkeys — (i)  Amount.  Novobiocin, 
4-5  mgs.  per  lb.  body  weight  per  day. 

(a)  Indications  for  use.  Aid  in  the 
treatment  of  breast  blisters  associated 
with  staphylococcal  infections  susceptible 
to  novobiocin. 

(b)  Limitations.  Administer,  as  sole 
ration,  feed  which  contains  not  less  than 
200  grams  of  novobiocin  activity  per  ton 
of  feed;  not  for  laying  turkeys;  f^  5  to 
7  days;  withdraw  4  days  before  slaughter. 

(ii)  Amount.  Novobiocin,  5-8  mgs.  per 
lb.  body  weight  per  day. 

(a)  Indications  for  use.  Aid  in  the 
control  of  recurring  outbreaks  of  fowl 
cholera  caused  by  stains  of  Pasteurella 
multocida  susceptible  to  novobiocin  fol¬ 
lowing  initial  treatment  with  7-8  mgs. 
per  pound  body  weight  per  day. 

(b)  Limitations.  Administer,  as  sole 
ration,  feed  which  contains  not  less  than 
200  grams  of  novobiocin  activity  per  ton 
of  feed;  feed  5  to  7  days;  not  for  laying 
turkeys;  withdraw  4  days  before  slaugh¬ 
ter. 

<iii)  Amount.  Novobiocin,  7-8  mgs.  per 
lb.  body  weight  per  day. 

(a)  Indications  for  use.  Treatment  of 
staphylococcal  synovitis  and  generalized 
staphylococcal  infection  susceptible  to 
novobiocin;  treatment  of  acute  outbreaks 
of  fowl  cholera  caused  by  strains  of  Pas¬ 
teurella  multocida  susceptible  to  novo¬ 
biocin. 

(b)  Limitations.  Administer,  as  sole 
ration,  feed  which  contains  not  less  than 
350  grams  of  novobiocin  activity  p)er  ton 
of  feed;  feed  5  to  7  days;  not  for  laying 
turkeys;  withdraw  4  days  before  slaugh¬ 
ter. 

(3)  Mink — (1)  Amount.  20  mgs.  per  lb. 
body  weight  per  day. 

(ii)  /ndicaffoTis /or  use.  For  treatment 
of  generalized  infections,  abscesses,  or 
urinary  infections  caused  by  staphylo¬ 
coccal  or  other  novobiocin  sensitive 
organisms. 

(iii)  Limitations.  Administer,  as  sole 
ration,  feed  which  contains  not  less  than 
200  grams  of  novobiocin  activity  per  ton 
of  feed;  feed  for  7  days. 

§  5.>8.435  Oleandomycin. 

(a)  Specifications.  It  is  the  antibiotic 
substance  produced  by  the  growth  of 
Streptomyces  antibioticus  or  the  same 
antibiotic  substance  produced  by  any 
other  means,  and  for  the  punx>se  of  this 
section  refers  to  oleandomycin  or  feed 
grade  oleandomycin. 

(b)  Approvals.  Premix  level  of  5  grams 
of  oleandomycin  activity  per  poimd 
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granted  to  No.  000069  in  {  510.600(c)  of 
this  chapter. 

(c)  Assay  limits.  (1)  Feeds  containing 
up  to  11.25  grams  of  oleandomycin  per 
ton  to  contain  70  to  130  percent  of  the 
labeled  amount  of  product. 

(2)  Feed  concentrates  containing  more 
than  11.25  grams  of  oleandcxnycin  per 
ton  to  contain  75  to  125  percent  of  the 
labeled  amount  of  product. 

(d)  Related  tolerances.  See  §  556.480 
of  this  chapter. 

(e)  Special  considerations.  (1)  Ben¬ 
tonite  should  not  be  used  in  feeds  con¬ 
taining  oleandomycin. 

(2)  Finished  swine  feeds  processed 
from  concentrates  that  contain  up  to  225 
grams  of  oleandomycin  per  ton  and  con¬ 
forming  to  the  requirements  of  para¬ 
graph  (f)  (1)  (ii)  of  this  section  are  not 
required  to  comply  with  the  provisions 
of  section  512(m)  of  the  act. 

(f)  Conditions  of  use.  (1)  It  is  used 
in  animal  feed  as  follows: 

(1)  Chickens  and  turkeys — (a)  Amount 
per  ton.  Oleandomycin,  1-2  grams. 

Xhf  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency  for  floor  raised  broiler  chickens 
and  growing  turkeys. 

(c)  Limitations.  Not  to  be  used  for 
laying  hens. 

(ii)  SuAne — (a)  Amount  per  ton.  Ole¬ 
andomycin,  5-11.25  grams. 

(b)  Indications  for  use.  For  Increased 
rate  of  weight  gain  and  improved  feed 
efficiency  for  confined  and  pasture  raised 
swine. 

(c)  Limitations.  Not  to  be  used  for 
breeding  swine. 

(2)  Oleandomycin  may  also  be  used  in 
combination  with  amprolium  in  accord¬ 
ance  with  S  121.210  of  this  chapter. 

§  558.465  Poloxalene  liquid  feed  sup¬ 
plement. 

(a)  Specifications.  Poloxalene  liquid 
feed  supplement  contains  poloxalene 
meeting  the  specifications  given  in 
§  520.1840  of  this  chapter. 

(b)  Approvals.  Premix  level  99.5  per¬ 
cent  granted  to  No.  000007  in  §  510.600 
<c)  of  this  chapter. 

(c)  Assay  limits.  Medicated  liquid  feed 
supplement  must  contain  not  less  than 
85  percent  nor  more  than  115  percent  of 
labeled  amount  of  poloxalene. 

(d)  Conditions  of  use.  (1)  For  preven¬ 
tion  of  legume  (alfalfa,  clover)  bloat  in 
cattle. 

(2)  Poloxalene  liquid  premix  must  be 
thoroughly  blended  and  evenly  distrib¬ 
uted  into  a  liquid  feed  supplement  and 
offered  to  cattle  in  a  covered  liquid  feed 
supplement  feeder  with  lick  wheels.  The 
formula  for  the  liquid  feed  supplement, 
on  a  weight/ weight  basis,  is  as  follows: 
Ammonium  polyphosphate  2.660  percent, 
phosphoric  acid  (75  percent)  3.370  per¬ 
cent,  sulfuric  acid  1.000  percent,  water 
10.000  percent,  and  molasses  sufficient  to 
make  100.000  percent,  vitamins  A&D 
and/or  trace  minerals  may  be  added. 
Poloxalene  liquid  premix  (99.5  percent) 
is  to  be  added  to  ^e  llqxiid  feed  supple¬ 
ment  at  a  level  of  7.5  grams  (1.65  percent 
w/w)  per  poimd  of  the  liquid  feed  sup¬ 
plement.  One  free-turning  lick  wheel  per 
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25  head  of  cattle  must  be  provided  and 
each  animal  must  consume  the  medi¬ 
cated  liquid  feed  supplement  at  the  rate 
of  0.2  poimd  per  100  pounds  of  body 
weight  per  day  for  adequate  protection. 
The  medicated  liquid  feed  supplement 
must  be  introduced  at  least  2-5  ^ys  be¬ 
fore  legume  consumption  to  accustom  the 
cattle  to  the  medicated  liquid  feed  sup¬ 
plement  and  to  lick  wheel  feedings.  If 
the  medicated  liquid  feed  supplement 
feeding  is  interrupted,  this  2-5  day  in¬ 
troductory  feeding  should  be  repeated. 

§  558.485  Pyrantel  tartrate. 

(a)  Approvals.  Premix  level  10.6  per¬ 
cent  (48  grams  per  poimd)  granted  to 
Nos.  000069  and  017800  in  f  510.600(c)  of 
this  chapter. 

(b)  Assay  limits.  Finished  feed  88-118 
percent  of  labeled  amount. 

(c)  Related  tolerances.  See  9  556.560 
of  this  chapter. 

(d)  Special  considerations.  (1)  (Con¬ 
sult  veterinarian  before  using  in  severely 
debilitated  animals. 

(2)  Finished  feeds  processed  from  feed 
supplements  that  contain  up  to  0.0881 
percent  of  pyrantel  tartrate  and  that 
comply  with  the  provisions  of  p>aragraph 

(e)  (1)  and  (2)  of  this  section,  are  ex¬ 
empted  from  the  ^uirements  of  section 
512(m)  of  the  act. 

(3)  Do  not  mix  in  feeds  containing 
bentonite. 

(e)  Conditions  of  use.  It  is  used  in  feed 
for  swine  as  follows: 

(1)  Amount  per  ton.  96  grams  (0.0106 
percent) . 

(1)  Indications  for  use.  Aid  in  the  pre¬ 
vention  of  migration  and  establishment 
of  large  roundworm  iAscaris  suum)  in¬ 
fections;  aid  in  the  prevention  of  estab¬ 
lishment  of  nodular  worm  (Oesophagos- 
tomum)  infections. 

(ii)  Limitations.  Feed  continuously  as 
the  sole  ration  in  a  complete  feed;  with¬ 
draw  24  hours  prior  to  slaughter. 

(2)  Amount  per  ton.  96  grams  (0.0106 
percent) . 

(1)  Indications  for  use.  For  the  remov¬ 
al  and  control  of  large  roundworm 
iAscaris  suum)  infections. 

(ii)  Limitations.  Feed  for  3  da3rs  as  the 
sole  ration  in  a  complete  feed;  withdraw 
24  hours  prior  to  slaughter. 

(3)  Amount  per  ton.  800  grams  (0.0881 
percent) . 

(i)  Indications  for  use.  For  the  re¬ 
moval  and  control  of  large  roundworm 
(Ascaris  suum)  and  nodular  worm 
iOesophagostomum)  infecti(ms. 

(ii)  Limitations.  As  a  single  therapeu¬ 
tic  treatment  in  complete  feed;  feed  at 
the  rate  of  1  lb  of  feed  per  40  lb  of  body 
weight  for  animals  up  to  200  lb,  and  5  lb 
of  feed  per  head  for  animals  200  lb  or 
over;  withdraw  24  hours  prior  to 
slaughter. 

§  558.505  Retterpine. 

(a)  C/iewiicoZ  name.  3,4,5-Trimethoxy- 
benzoyl  meUiyl  reserpate. 

(b)  Specifications.  For  the  purpose  of 
this  section,  the  term  reserpine  refers  to 
reserpine  or  feed  grade  reserpine;  assay 
94-102  percent  (anhydrous  basis). 
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(c>  Approvals.  Premix  level  of  reser- 
pine  0.08  percent  has  been  granted  to  No. 
000003  in  $  510.600(c)  of  this  chapter. 

(d)  Assap  limits.  Finished  feed  80-120 
percent  of  labeled  amount. 

(e)  [Reserved] 

(f )  Related  tolerances.  See  §  556.570  of 
this  chapter. 

(g)  Conditions  of  use.  It  is  used  in  feed 
for  turkeys  as  follows : 

(1)  Amount  per  ton.  Reserpine,  0.182 
gram  (0.00002  percent) . 

(1)  Indications  for  use.  To  aid  in  the 
prevention  of  aortic  rupture. 

(ii)  Limitations.  For  turkeys  over  4 
weeks  of  age. 

(2)  Amount  per  ton.  Reserpine.  0.182 
grams  (0.00002  percent)  plus  penicillin, 
2.4-50  grams. 

(i)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency;  to  aid  in  the 
prevention  of  aortic  rupture. 

(ii)  Limitations.  As  procaine  penicil¬ 
lin:  for  turkeys  over  4  weeks  of  age. 

(3)  Amount  per  ton.  Reserpine,  0.182 
gram  (0.00002  percent)  plus  pencillin- 
bacitracin,  3.6-50  grams. 

(i)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency;  to  aid  in  the 
prevention  of  aortic  rupture. 

(ii)  Limitations.  As  procaine  penicillin 
plus  manganese  bacitracin:  for  turkeys 
over  4  weeks  of  sige. 

(4)  Amount  per  ton.  Reserpine,  0.182 
gram  (0.00002  percent)  plus  bacitracin, 
4-50  grams. 

(i)  Indications  for  use.  Growth  pro¬ 
motion  and  feed  efficiency;  to  aid  in  the 
prevention  of  aortic  ruptine. 

(ii)  Limitations.  As  bacitracin;  for  tur¬ 
keys  over  4  weeks  of  age. 

(5)  Amount  per  ton.  Reserpine,  0.908 
gram  (0.0001  percent) . 

(i)  Indications  for  use.  To  lessen  the 
incidence  of  aortic  rupture. 

(ii)  Limitations.  For  turkeys  over  4 
weeks  of  age;  feed  not  to  exceed  5  days. 

§  558.515  Rc^>enidine  hydrochloride. 

(a)  Chemical  name.  1,3-Bis(para- 
chloro-benzylideneamlno)  -guanidine  hy¬ 
drochloride. 

(b)  Approvals.  Premix  level  of  30  grams 
per  pound  has  been  granted  to  No. 
010042  in  §  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Finished  feed  not  less 
than  80  percent  nor  more  than  120  per¬ 
cent  of  labeled  amount.  Premix  not  less 
than  95  percent  or  more  than  115  percent 
of  labeled  sunount. 

(d)  Special  considerations.  Finished 
feed  containing  robenidine  hydrochloride 
must  be  fed  within  50  days  from  the  date 
of  manufacture.  Do  not  use  in  feeds  con¬ 
taining  bentonite. 

(e)  Related  tolerances  in  edible  prod¬ 
ucts.  See  S  556.580  of  this  chapter. 

(f)  Conditions  of  use.  It  is  used  in 
feed  for  chickens'  as  follows: 

(1)  For  broiler  and  fryer  chickens — 
(i)  Amount  per  ton.  Robenidine  hydro¬ 
chloride,  30  grams  (0.0033  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mwati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  necatrix. 

(b)  Ltmifaf tons.  Do  not  feed  to  layers; 
feed  continuously  as  the  sole  ration; 
withdraw  5  days  prior  to  slaughter. 


(ID  Amount  per  ton.  Robenidine  hy¬ 
drochloride,  30  grams  (0.0033  percent) 
plus  roxarsone  (3-nitro-4-hydroxy- 
phenylarsonic  acid),  22.5-45.4  grams 
(.005  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella, 
E.  acervulina,  E.  maxima,  and  E.  neca¬ 
trix  and  increased  rate  of  weight  gain. 

(b)  Limifattons.  Do  not  feed  to  layers; 
feed  continuously  as  the  sole  ration; 
withdraw  5  days  prior  to  slaughter;  as 
sole  source  of  organic  arsenic.  Roxarsone 
provided  by  No.  017210,  §  510.600(c)  of 
this  chapter. 

(iii)  Amount  per  ton.  Robenidine  hy¬ 
drochloride,  30  grams  (0.0033  percent) 
plus  chlortetracycline,  100  grams. 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E. 
acervulina,  E.  maxima,  and  E.  necatrix; 
as  an  aid  in  the  control  of  chronic  res¬ 
piratory  disease  ((TRD)  caused  by  M. 
gallisepticum  susceptible  to  chlortetra¬ 
cycline;  as  an  aid  in  the  control  of  in¬ 
fectious  synovitis  caused  by  Af.  synoviae 
susceptible  to  chlortetracycline. 

(b)  Limitations.  For  broiler  or  fryer 
chickens  only;  withdraw  5  days  prior  to 
slaughter;  do  not  feed  to  layers,  feed  con¬ 
tinuously  as  sole  ration;  as  chlortetra¬ 
cycline  hydrochloride  provided  by  No. 
010042,  s  510.600(c)  of  this  chapter. 

(iv)  Amount  per  ton.  Robenidine  hy¬ 
drochloride,  30  grams  (0.0033  percent) 
plus  chlortetracycline.  200  grams. 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati.  E.  brunetti,  E.  tenella,  E.  acer¬ 
vulina,  E.  maxima,  and  E.  necatrix:  as 
an  aid  in  the  treatment  of  infectiovis 
synovitis  caused  by  M.  synoviae  suscep¬ 
tible  to  chlortetracycline;  as  an  aid  in 
the  control  of  chronic  respiratory  disease 
(C3RD)  caused  by  M.  gaUisepUcum  sus¬ 
ceptible  to  chlortetracycline. 

(b)  Limitations.  Withdraw  5  days 
prior  to  slaughter;  do  not  feed  to  layers; 
feed  continuously  as  sole  ration;  as  chlor¬ 
tetracycline  hydrochloride  provided  by 
No.  010042,  §  510.600(c)  of  this  chapter. 

(v)  Amount  per  ton.  Robenidine  hy¬ 
drochloride,  30  grams  (0.0033  percent) 
plus  chlortetracycline,  500  grams. 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
E.  mivati,  E.  brunetti,  E.  tenella,  E.  acer¬ 
vulina,  E.  maxima,  and  E.  necatrix;  as  an 
aid  in  the  reduction  of  mortality  due  to 
E.  coli  susceptible  to  chlortetracycline. 

(b)  Limitations.  Withdraw  5  days 
prior  to  slaughter;  do  not  feed  to  layers; 
not  to  be  fed  continuously  for  more  than 
5  days:  as  chlortetracycline  hydrochlor¬ 
ide  provided  by  sponsor  No.  010042, 
§  510.600(c)  of  this  chapter. 

(2)  For  floor-raised  broiler  and  fryer 
chickens — (i)  Amount  per  ton.  Robeni¬ 
dine  hydrochloride,  30  grams  (0.0033 
percent)  plus  lincomycin,  2  grams. 

(ii)  Indications  for  use.  For  increase 
in  rate  of  weight  gain  and  improved  feed 
efficiency  and  as  an  aid  in  prevention  of 
coccidiosis  caused  by  E.  mivati,  E. 
brunetti,  E.  tenella,  E.  acervulina,  E. 
maxima,  and  E.  necatrix. 


(iii)  Limitoftons.  Do  not  feed  to  laying 
hens;  feed  continuously  as  the  sole  ra¬ 
tion;  withdraw  5  days  before  slaughter; 
lincomycin  as  provided  by  No.  000009, 
S  510.600(c)  of  ^is  chapter;  api;ftt>val  for 
this  combination  granted  to  No.  000009 
as  identified  in  §  510.600(c)  of  this 
chapter. 

§  558.525  Ronnel. 

(a)  Chemical  name.  O.O-Dirnethyl 
0-(2,4.5-trichlorophenyl)  phosphoro- 
thioate. 

(b)  Approvals.  (1)  Premix  levels  18 
and  40  percent  have  been  granted  to  No. 
025700  in  §  510.600(c)  of  this  chapter. 

(2)  Premix  level  5.5  percent  in  mineral 
prnnlx  has  been  granted  to  No.  021930 
in  §  510.600(c)  of  this  chapter. 

(c)  Assay  limits.  Feed  supplement 
80  to  120  percent  of  labeled  amoimt. 

(d)  Special  considerations.  (1)  Maxi¬ 
mum  level  permitted  in  a  medicated 
concentrate  6  percent. 

(2)  The  label  shall  bear  adequate  di¬ 
rections  and  warnings  for  use,  which 
shall  also  include: 

(i)  A  statement  in  the  case  of  feed 
additive  supplements  containing  ronnd 
that  such  supplements  shall  be  thorough¬ 
ly  mixed  with  groimd  grain  for  top 
dressing  or  with  complete  ration. 

(ii)  A  statement  that  rcxmd-medl- 
cated  feed  concentrate  is  to  be  used  as 
the  sole  source  of  ronnel  medication. 

(iii)  "Wamlng-Ronnel  is  a  cholines¬ 
terase  inhibitor.  Do  not  use  this  product 
in  animals  simtiltaneously  or  within  a 
few  days  before  or  after  exposure  to 
cholinesterase  inhibiting  drugs,  pesti¬ 
cides,  or  chemicals.” 

(e)  Related  tolerances.  See  40  CFR 
180.177. 

(f )  Conditions  of  use.  It  is  used  in  the 
feed  of  beef  cattle  and  nonlactating 
dairy  animals  as  follows: 

(1)  Amount.  0.00078  lb.  (0.35  gram> 
per  100  lb.  body  weight  per  day  for  14 
days. 

(1)  Indications  for  use.  Cbntrol  of 
grubs. 

(ii)  Limitations.  Feed  0.00078  lb.  (0.35 
gram)  per  100  lb.  of  animal  weight  per 
day  for  14  days  in  a  feed  suw>lement 
containing  not  over  0.26  percent  ronnel: 
withdraw  from  dairy  animals  10  days 
before  calving;  if  dairy  cows  or  heifers 
freshen  during  medication,  or  if  medica¬ 
tion  has  not  been  withdrawn  the  re¬ 
quired  10  days  prior  to  freshening,  milk 
must  not  be  u^  for  food  for  10  days 
after  the  last  treatment;  withdraw  10 
days  prior  to  slaughter. 

(2)  Amount.  0.0018  lb.  (0.82  gram)  per 
100  lb.  body  weight  per  day  fw*  7  days. 

(i)  Indications  for  use.  Control  of 
grubs;  aid  in  the  reduction  of  cattle  lice, 
when  the  drug  is  used  for  cattle  grub 
control. 

(ii)  Limitations.  Feed  0.0018  lb.  (0.82 
gram)  per  100  lb.  animal  weight  per  day 
for  7  days  in  a  feed  supplement  contain¬ 
ing  not  over  6  percent  ronnel;  withdraw 
from  dairy  animals  10  da;s;  if  dairy 
cows  or  heifers  freshen  during  med¬ 
ication,  or  if  medication  has  not  been 
withdrawn  the  required  10  days  prior 
to  freshening,  milk  must  not  be  used 
for  food  for  10  days  after  the  last 
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treatment;  withdraw  10  days  pricn*  to 
slaughter. 

(3)  Amount.  0.01375  lb.  (6.24  gram) 
per  100  lb.  body  weight  per  month  for 
not  less  than  75  days. 

(i)  Indications  for  use.  Control  of 
grubs  and  homflles. 

( ii)  Limitations.  Feed  0.25  lb.  of  a  min> 
eral  supplement  in  granular  form  con¬ 
taining  5.5  percent  ronnel  per  100  lb.  of 
animal  weight  per  month  for  not  less 
than  75  days;  withdraw  from  dairy  ani¬ 
mals  10  days  before  calving;  if  dairy  cows 
or  heifers  freshen  during  medication,  or 
if  medication  has  not  been  withdrawn 
the  required  10  days  prior  to  freshening, 
milk  must  not  be  used  for  food  for  10 
days  after  the  last  treatment;  withdraw 
10  days  prior  to  slaughter. 

(4)  Amount.  0.0009  lb.  (0.41  gram)  per 
100  lb.  body  weight  per  day  for  14  days. 

(i)  Indications  for  use.  Control  of 
grubs. 

(ii)  Limitations.  Feed  0.0009  lb.  (0.41 
gm.)  per  100  lb.  of  animal  weight  per  day 
for  14  days  in  a  feed  supplement  con¬ 
taining  0.3  percent  ronnel;  withdraw 
from  dairy  animals  10  days  before  calv¬ 
ing,  if  dairy  cows  or  heifers  freshen  dur¬ 
ing  medication,  or  if  medication  has  not 
been  withdrawn  the  required  10  days 
prior  to  freshening,  milk  must  not  be 
used  for  food  for  10  days  after  the  last 
treatment;  withdraw  10  days  prior  to 
slaughter. 

(5)  Amount.  0.C12  lb.  (5.5  gram)  per 
100  lb.  body  weight  per  month  for  not 
less  than  75  days. 

(1)  Indications  for  use.  Control  of 
grubs  and  homilies. 

(ii)  Limitations.  Feed  0.2  lb.  of  mineral 
supplement  containing  6  percent  ronnel 
per  100  lb.  of  animal  weight  per  month 
for  not  less  than  75  days;  withdraw  from 
dairy  animals  10  days  before  calving;  if 
dairy  cows  or  heifers  freshen  during 
medication,  or  if  medication  has  not  been 
withdrawn  the  required  10  days  prior  to 
freshening,  milk  must  not  be  used  for 
food  for  10  days  after  the  last  treat¬ 
ment;  withdraw  10  days  prior  to 
slaughter. 

§  558.565  Styrylpyridinium  chloride,  di- 
ethylcarbamazine  (as  base). 

(a)  Chemical  name.  (1)  Styrylpyri¬ 
dinium  chloride:  2-(p-Chlorostyryl)-l- 
methylpyrldiniiun  chloride. 

(2)  Diethylcarbamazine:  JV,fV-Diethyl- 
4-methyl-l-piperazine-carboxamide. 

(b)  Approvals.  Finished  feed  contain¬ 
ing  0.035  percent  styrylpyridinium 
chloride,  and  0.021  percent  diethylcar¬ 
bamazine  (as  base)  has  been  granted 
to  No.  010042  in  §510.600(0  of  this 
chapter. 

(c)  Conditions  of  use.  (1)  It  is  used 
for  the  control  of  hookworms  (.Ancylos- 
toma  caninum)  and  roundworms  (Toxo- 
cara  canis)  and  for  the  prevention  of 
heartworm  disease  (Dirofllaria  immitis) 
in  dogs. 

(2)  Finished  feed  containing  0.035  per¬ 
cent  styrylpyridinium  chloride  and  0.021 
percent  diethylcarbamazine  (as  the 
base)  is  administered  to  dogs  as  follows: 
Maximum  stressed  dogs  are  fed  an 
amount  of  the  finished  feed  in  ounces 
equal  to  the  dogs  body  weight  in 


pounds  divided  by  4.  Medium  stressed 
dogs  are  fed  an  amount  of  the  finished 
feed  in  ounces  equal  to  the  dogs  body 
weight  in  pounds  divided  by  4.5.  Low 
stressed  dogs  are  fed  an  amotmt  of  the 
finished  feed  in  ounces  equal  to  the  dogs 
body  weight  in  pounds  divided  by  5. 
Underweight  dogs  are  fed  10  percent 
more  than  the  amounts  specified  in 
this  paragraph.  Overweight  dogs  are 
fed  10  percent  less  than  the  amounts 
specified  in  this  paragraph,  with  ad¬ 
justments  made  every  7  days  until  the 
desired  body  weight  is  obtained. 

(3)  Dogs  with  established  heartworm 
infections  should  not  be  treated  with 
the  drug  until  they  have  been  converted 
to  a  negative  status.  For  the  prevention 
of  heartworm  infestation,  the  drug 
should  be  administered  before  the  mos¬ 
quito  season  and  as  soon  as  young  pup¬ 
pies  are  bom.  The  drug  should  be  admin¬ 
istered  continuously  during  periods  of 
exposure  to  hookworm,  roundworm,  and 
heartworm  infestations  to  control  recur¬ 
ring  burdens  of  hookworms  and  round- 
worms  and  prevent  the  maturation  of 
immature  heartworms  (third  stage  in¬ 
fective  larvae)  into  adults. 

(4)  Federal  law  restricts  this  drug  to 
use  by  or  on  the  order  of  a  licensed 
veterinarian. 

§  558.575  Sulfadimetboxine,  ormeto- 
prim. 

(a)  Chemical  names.  (1)  Sulfadl- 
methoxine:  N'  (2,6-Dimethoxy-4-pyrimi- 
dinyl)  -sulfanilamide. 

(2)  Ormetoprim;  2,4-Diamino-5(6- 
methylveratryl)  pyrimidine. 

(b)  Approvals.  Premix  levels  contain¬ 
ing  25  percent  of  sulfadimetboxine  and 
15  percent  of  ormetoprim  granted  to 
No.  000004  in  §  510.600(c)  of  this 
chapter. 

(c)  Assay  limits.  (1)  Finished  feed 
containing  0.01  percent  of  combined 
drug  must  contain  not  less  than  75  per¬ 
cent  nor  more  than  125  percent  of  either 
ormetoprim  or  sulfadimetboxine. 

(2)  Finished  feed  containing  0.02  per¬ 
cent  of  combined  drug  must  contain  not 
less  than  85  percent  nor  more  than  115 
percent  of  either  ormetoprim  or  sul- 
fadimethoxine. 

(d)  Related  tolerances.  See  §  556.490 
of  this  chapter. 

(e)  Conditions  of  use.  It  is  used  in 
feeds  for  animals  as  follows: 

(1)  Broiler  chickens-~ii)  Amount  per 
ton.  Sulfadimetboxine,  113.5  grams 
(0.0125  percent)  plus  ormetoprim,  68.1 
grams  (0.0075  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  chickens,  namely,  E.  tenella,  E. 
necatrix,  E.  acervulina,  E.  brunetti,  E. 
mivati.  and  E.  maxima,  and  bacterial  in¬ 
fections  due  to  H.  gallinarum  (infectious 
coryza),  E.  coli  (colibacillosis)  and  P. 
mvltocida  (fowl  cholera) . 

(b)  Limitations.  Feed  as  sole  ration; 
withdraw  2  days  before  slaughter. 

(ii)  Amount  per  ton.  Sulfadimethox- 
ine,  113.5  grams  (0.0125  percent)'  plus 
ormetoprim,  68.1  grams  (0.0075  percent) 
plus  3  -  nltro  -  4  -  hydroxyphenlyarsonic 
acid,  22.7  grams  (0.0025  percent). 


(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  chickens,  namedy  E.  tenella,  E. 
necatrix,  E.  acervulina,  E.  brunetti,  E. 
mivati.  and  E.  maxima,  and  bacterial  in¬ 
fections  due  to  H.  gallinarum  (infectious 
coryza),  E.  coli,  (colibacillosis);  and  P. 
.multocida  (fowl  cholera) ;  growth  prcano- 
tion  and  feed  efficiency;  improving 
pigmentation. 

(b)  Limitations.  Withdraw  5  days  be¬ 
fore  slaughter;  as  sole  source  of  organic 
arsenic. 

(2)  Replacement  chickens  —  (i) 
Amount  per  ton.  Sulfadimetboxine,  113.5 
grams  (0.0125  percent)  plus  ormeto¬ 
prim,  68.1  grams  (0.0075  percent). 

(ii)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  chickens,  namely  E.  tenella,  E. 
necatrix,  E.  acervulina,  E.  brunetti,  E. 
mivati,  and  E.  maxima,  and  bacterial  in¬ 
fections  due  to  H.  galmaxima,  and 
bacterial  infections  due  to  H.  gallinarum 
(infectious  coryza),  E.  coli  (colibacil¬ 
losis)  and  P.  multocida  (fowl  cholera). 

(iii)  Limitations.  Feed  as  a  sole  ration; 
do  not  feed  to  chickens  over  16  weeks 
(112  days)  of  age;  withdraw  2  days  be¬ 
fore  slaughter. 

(3)  Turkeys — (1)  Amount  per  ton. 
Sulfadimetboxine,  56.75  grams  (0.00625 
percent)  plus  ormetoprim,  34.05  grams 
(0.00375  percent) . 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho- 
g^c  to  turkeys,  namely,  E.  adenoeides, 
E.  allopavonis,  and  E.  meleagrimitis  and 
bacterial  infecticxi  due  to  P.  mvltocida 
(fowl  cholera). 

(b)  Limitations.  Do  not  feed  to  tur¬ 
keys  producing  eggs  for  food;  withdraw  2 
days  before  slaughter. 

(ii)  Amount  per  ton.  Sulfadimethox- 
ine,  56.75  grams  (0.00625  percent)  plus 
ormetoprim,  34.05  grams  (0.00375  per¬ 
cent)  plus  ipronidazole,  56.75  grams 
(0.00625  percent). 

(a)  Indications  for  use.  As  an  aid  in 
the  prevention  of  coccidiosis  caused  by 
all  Eimeria  species  known  to  be  patho¬ 
genic  to  turkeys,  namely,  E.  adenoeides, 
E.  gallopavonis,  and  E.  meleagrimitis; 
bacterial  infections  due  to  P.  multocida 
(fowl  cholera);  and  blackhead  (histo- 
moniasis) . 

(b)  Limitations.  Do  not  feed  to  tur¬ 
keys  producing  eggs  for  food;  withdraw 
4  days  before  slaughter. 

§  558.615  Thiabendazole. 

(a)  Cbemicol  name.  2- (4'-Thiazolyl)- 
benzlmldazole. 

(b)  Specifications.  Conforms  to  N.F. 
xn  specifications. 

(c)  Approvals.  In  dry  premix,  levels 
of  22,  44.1,  66.1  percent.  The  66.1  percent 
level  is  solely  for  the  manufacture  of  cane 
molasses  liquid  supplement  which  is 
mixed  in  dry  feeds;  for  sponsor  see  No. 
000006  in  §  510.600(c)  of  this  chapter. 

(d)  Assay  limits.  Rnished  feed  con¬ 
taining  less  than  7  percent  thiabenda¬ 
zole:  85-115  percent  of  labeled  amount. 
Finished  feed  containing  7  percent  or 
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more  of  thiabendazole:  90-110  percent  of 
labeled  amount. 

(e)  Special  considerations.  Maximum 
level  permitted  in  a  medicated  supple¬ 
ment:  9.9  percent.  Not  to  be  used  in  feeds 
containing  bentonite. 

(f)  Related  tolerances.  See  S  556.730 
of  this  chapter. 

(g)  Conditions  of  use.  It  is  used  in 
feed  for  animals  as  follows : 

(1)  Cattle — <i)  Amount.  3  grams  per 
100  lb.  body  weight. 

(a)  Indications  for  use.  Control  of  in¬ 
fections  of  gastrointestinal  roundworms 
(Trichostrongylus  spp.,  Haemonchus 
spp.,  Ostertagia  spp.,  Nematodvrus  spp., 
Oesophagostomum  radiatum) . 

(b)  Limitations.  Use  3  grams  per  100  lb. 
body  weight  at  a  single  dose;  may  repeat 
once  in  2  to  3  weeks;  do  not  treat  animals 
within  3  days  of  slaughter;  milk  taken 
from  treated  animals  within  96  hours 
(8  milkings)  after  the  latest  treat¬ 
ment  must  not  be  used  for  food. 

(ii)  Amount.  6  grams  per  100  lb.  body 
weight. 

(a)  Indications  for  use.  Control  of 
severe  infections  of  gastrointestinal 
roundworms  ( Trichostrongylus  spp., 
Haemonchus  spp.,  Ostertagia  spp., 
Nematodvrus  spp.,  Oesophagostomum 
radiatum) ;  control  of  infections  of 
Cooperia  spp. 

(b)  Limitations.  5  grams  per  100  lb. 
body  weight  at  a  single  dose  or  divided 
into  3  equal  doses.  admirJstered  1  dose 
each  day,  on  succeeding  days^  may  repeat 
once  in  2  to  3  wedcs;  do  not  treat  animals 
within  3  days  of  slaughter;  milk  taken 
from  treated  animals  within  96  hours 
(8  milkings)  after  the  latest  treatment 
must  not  be  used  for  food. 

(2)  Goats — (i)  Amount.  3  grams  per 
100  lb.  body  weight. 

(ii)  Indications  for  use.  Control  of 
severe  infections  of  gastrointestinal 
roundworms  {Trichostrongylus  spp., 
Haemonchus  spp.,  Ostertagia  spp.,  Co¬ 
operia  spp.,  Nematodirus  spp.,  Bunosto- 
mum  spp.,  Strongyloides  spp.,  Chabertia 
spp.,  and  Oesophagostomum  spp.). 

(iii)  Limitations.  3  grams  per  100  lb. 
body  weight  at  a  single  dose;  do  not  treat 
animals  within  30  days  of  slaughter;  milk 
taken  from  treated  animals  within  96 
hours  (8  milkings)  after  the  latest  treat¬ 
ment  must  not  be  used  for  food. 

(3)  Sheep  and  goats — (1)  Amount.  2 
grams  per  100  lb.  body  weight. 

(ii)  Indications  for  use.  Control  of  in¬ 
fections  of  gastrointestinal  roundworms 
{Trichostrongylus  spp.,  Haemonchus 
spp.,  Ostertagia  spp.,  Cooperia  spp.; 
Nematodirus  spp.,  Bunostomum  spp., 
Strongyloides  spp.,  Chabertia  spp.,  and 
Oesophagostomum  spp.) ;  also  active 
against  ova  and  larvae  passed  by  sheep 
from  3  hours  to  3-  days  after  the  feed  is 
con.sumed  (good  activity  against  ova  and 
larvae  of  T.  colubriformis  and  axei,  Os¬ 
tertagia  spp.,  Nematodirus  spp.,  Stron¬ 
gyloides  spp.;  less  effective  against 
those  of  Haemonchus  contortus  and 
Oesophagostomum  spp.). 

(iii)  Limitations.  Use  2  grams  per  100 
lb.  body  weight  at  a  single  dose;  do  not 
treat  animals  within  30  days  of  slaugh¬ 
ter;  milk  taken  frtxn  treated  animals 
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within  96  hours  (8  milkings)  after  the 
latest  treatment  must  not  be  used  for 

fCXKl. 

(4)  For  swine — (i)  Amount.  45.4-908 
grams  per  ton  (0.005-0.1  percent) . 

(ii)  Indications  for  use.  Aid  in  the  pre¬ 
vention  of  infections  of  large  round- 
worms  (genus  Ascarts) . 

(iii)  Limitations.  Administer  continu¬ 
ously  feed  containing  0.05-0.1  percent 
thiabendazole  per  ton  for  2  weeks  fol¬ 
lowed  by  feed  containing  0.005-0.02  per¬ 
cent  thiabendazole  pter  ton  for  8-14 
weeks;  do  not  treat  animals  within  30 
days  of  slaughter. 

§  558.625  Tylosin. 

(a)  Specifications.  Tylosln  is  the  anti¬ 
biotic  substance  produced  by  growth  of 
Streptomyces  fradiae  or  the  same  antibi¬ 
otic  substance  produced  by  any  other 
means. 

(b)  Approvals.  Premix  levels  of  tylo- 
sin  granted  to  firms  as  sponsor(s)  and 
identified  by  drug  listing  numbers  in 
§  510.600(c)  of  this  chapter  for  the 
specific  usage  indicated  in  paragraph  (f ) 
of  this  section; 

( 1 )  To  000986 :  10. 40  and  100  grams  per 
pound,  paragraphs  (f)(1)  (ii)  through 
(f)(1)  (vi)  of  this  section;  40  grams  per 
pound,  paragraph  (f)(1)  (i)  of  this  sec¬ 
tion. 

(2)  To  017255;  10  grams  per  poimd; 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(3)  To  043733:  4  and  10  grams  per 
pound;  paragraph  (f)  (1)  (vi)  (a)  of  this 
section. 

(4)  To  011490:  10  grauns  per  poimd; 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(5)  To  017800:  0.4  and  0.8  gram  per 

pound,  paragraph  (f)  (1)  (vi)  (a) ;  10 

grams  per  pound,  paragraphs  (f)(1)  (i) 
and  (f)  (1)  (vi)  (a)  of  this  section;  40 
grams  per  pound,  paragraphs  (f)(1)  (i), 
(f)(1) (vi)  (a),  (b),  (c).  and  (d)  of  this 
section. 

(6)  To  018356:  0.66,  1.33,  6.66  grams 
per  pound;  paragraph  (f)  (1)  (vl)  (a)  of 
this  section. 

(7)  To  017162;  0.4  grams  per  pound: 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(8)  To  035369:  4  grams  per  pound; 
paragraph  (f)  (1)  (vl)  (a)  of  this  section. 

(9)  To  043727:  4  and  10  grams  per 
pound;  paragraph  (f)  (1)  (vl)  (a)  of  this 
section. 

(10)  To  012286:  0.4  and  0.8  gram  per 
pound;  c>aragraph  (f)  (1)  (vi)  (a)  of  this 
section. 

(11)  To  017274:  8  or  10  grams  per 
pound;  paragraph  (f)  (1)  (vi)  (a)  of  this 
section. 

(12)  To  021930:  2  grams  per  pound; 
paragraph  (f)  (l)(vi) (a)  of  this  section. 

(13)  To  035393:  0.4  and  2  grams  per 
pound;  paragraph  (f)  (1)  (vi)  (a)  of  this 
section. 

(14)  To  016968:  4  and  10  grams  per 
pound;  paragraph  (f)  (1)  (vl)  (a)  of  this 
section. 

(15)  To  026186:  4, 10,  and  20  grams  per 
pound;  paragraph  (f)  (1)  (vl)  (a)  of  this 
section. 

(16)  To  024817:  5  grams  per  pound; 
paragraph  (f)  (1)  (vl)  (a)  of  this  section. 

(17)  To  021780;  0.8  gram  per  pound; 
paragraph  (f)  (1)  (vl)  (a)  of  this  section. 


(18)  To  017434:  0.4  gram  per  pound; 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(19)  To  033999:  0.8  gram  per  pound; 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(20)  To  033071:  0.4  and  0.8  gram  per 
pound;  paragraph  (f)  (1)  (vi)  (a)  of  this 
section. 

(21)  •To  043426:  2.0  grams  per  pound; 
paragraph  (f)  (1)  (vl)  (a)  of  this  section. 

(22)  To  026282;  10  grams  per  pound; 
paragraph  (f)  (1)  (vl)  (a)  of  this  section. 

(23)  To  030804:  0.8  gram  per  pound; 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(24)  To  025796:  10  grams  per  pound; 
paragraph  (f)  (1)  (vi)  (a)  of  this  se<;tion. 

(25)  To  043743:  10  grams  per  pound; 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(26)  To  034418;  10  grams  per  pound; 
p>aragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(27)  To  020275;  40  grams  per  pound; 
paragraph  (f)  (1)  (vl)  (o)  of  this  section. 

(28)  To  034139:  4  grams  per  pound; 
paragraph  (f)  (1)  (vl)  (a)  (rf  this  section. 

(29)  To  043744;  0.4  gram  per  pound; 
paragraph  (f)  (1)  (vl)  (a)  of  this  section. 

(30)  -(31)  [Reserved] 

(32)  To  018597  :  0.4  gram  per  pound; 
paragraph  (f)  (1)  (vi)  (a)  of  this  section. 

(c)  Assay  limits.  Finished  feed  not 
less  than  75  percent  nor  more  than  125 
percent  of  labeled  amount. 

(d)  Special  considerations.  The  manu¬ 
facture  of  finished  feeds  containing  tylo- 
sin  phosphate  does  not  require  compli¬ 
ance  with  the  provisions  of  section  512 
(m)  of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  if : 

(1)  Processed  from  feed  supplements 
or  concentrates  for: 

(1)  Chickens  at  not  more  than  200 
grams  per  ton. 

(ii)  Swine  at  not  more  than  500  grams 
per  ton. 

(iii)  Cattle  at  not  more  than  360 
grams  per  ton  and  complying  with  para¬ 
graph  (f)  (1)  (i)  of  this  section. 

(2)  Processed  from  premixes  which 
contain  not  more  than  10  grams  of  tylo- 
sin  per  pound  and  conforming  to  the  pro¬ 
visions  of  paragraph  (f)  (1)  (vi)  (o)  of 
this  section. 

(e)  Related  tolerances.  See  S  556.740 
of  this  chapter. 

(f)  Conditions  of  use.  (1)  It  is  used  in 
animal  feeds  as  follows: 

(i)  For  beef  cattle — (o)  Amount  per 
ton.  8-10  grams. 

(b)  Indications  for  use.  For  reduction 
of  incidence  of  liver  abscesses  caused  by 
Sphaerophorus  necrophorus  and  Coryne- 
bacterius  pyogenes. 

(c)  Limitations.  As  tylosin  phosphate; 
each  animal  must  receive  not  more  than 
90  milligrams  per  day  and  not  less  than 
60  milligrams  per  day;  feed  continuously 
as  sole  ration. 

(ii)  Broiler  chickens — (a)  Amount  per 
ton.  Tylosin,  800-1000  grams. 

(b)  Indications  for  use,  TO  aid  in  the 
control  of  chronic  respiratory  disease 
caused  by  Mycoplasma  gallisepticum. 

(c)  Limitations.  As  tylosin  ^osphate; 
withdraw  5  days  before  slaughter;  ad¬ 
minister  in  feed  to  chickens  0  to  5  days 
of  age,  follow  with  second  administra¬ 
tion  in  feed  for  24-48  hours  at  3  to  5 
weeks  of  age. 

(iii)  Chickens — (a)  Amount  per  ton. 
Tylosin,  4-50  grams. 
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(1)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency. 

(2)  Limifaffons.  As  tylosln  phosphate. 

(b)  Amount  per  ton.  Tyiosin,  3.2-60 

grams  combined  with  peniciUin. 

(1)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  improved  feed 
efficiency. 

(2)  Limitations.  Use  1.2  parts  of  peni¬ 
cillin  to  2.0  parts  of  tyiosin;  as  tyiosin 
phosphate  and  procaine  penicillin. 

(iv)  Laying  chickens — (a)  Amount  per 
ton.  Tyiosin,  20-50  grams. 

(b)  Indications  for  use.  For  improved 
feed  efficiency. 

(c)  Limitations.  As  tyiosin  phosphate. 

(V)  Replacement  chicken s — (o) 

Amount  per  ton.  Tyiosin,  1,000  grams. 

(b)  Indications  for  use.  To  aid  in  the 
control  of  chronic  respiratory  disease 
caused  by  Mycoplasma  gallisepticum. 

(c)  Limitations.  As  tyiosin  phosphate; 
withdraw  5  days  before  slaughter;  ad¬ 
minister  in  feed  to  chickens  0  to  5  days 
of  age,  follow  with  second  administra¬ 
tion  in  feed  for  24  to  48  hours  at  3  to  5 
weeks  of  age. 

(vl)  Swine — (a)  Amount  per  ton.  Ty¬ 
iosin,  10-100  grams. 

(1)  Indications  for  use.  For  increased 
rate  of  weight  gain  and  Improved  feed 
efficiency. 

(2)  Limitations.  As  tyiosin  phosphate; 
continiKMis  use  as  follows;  Qrams  per 
ton:  20-100,  prestarter  or  starter;  20-40, 
grower;  10-20,  finisher. 

(b)  Amount  per  ton.  Tyiosin,  40-100 
grams. 

(1)  Indications  for  use.  Prevention* of 
swine  dysentery  (vibrlonlc) . 

(2)  Limitations.  Use  100  grrams  per  ton 
for  at  least  3  weeks  followed  by  40  grams 
per  ton  until  market  weight;  as  tyiosin 
phosphate. 

(c)  Amount  per  ton.  Tyiosin,  40-100 
grams. 

(1)  Indications  for  use.  Treatment  and 
control  of  swine  dysentery  (vibrlonlc) . 

(2)  Limitations.  Administer  in  feed  as 
tyiosin  phosphate  after  treatment  with 
tyiosin  in  drinking  water  as  tyiosin  base; 
0.25  gram  per  gallon  in  drinking  water 
for  3-10  days,  40-100  grams  per  ton  in 
feed  for  2-6  weeks. 

(d)  Amount  per  ton.  TVlosln,  100 
grams. 

(1)  Indications  for  use.  Maintaining 
weight  gains  and  feed  efficiency  in  pres¬ 
ence  of  atrophic  rhinitis. 

(2)  Limitations.  As  tyiosin  phosphate. 


(2)  Tyiosin  may  also  be  used  with: 

(1)  Zoalene  as  in  9  121.207  of  this 
chapter. 

(li)  Hygromycln  B  as  in  9  121.213  of 
this  chapter. 

(ill)  Amprolium  as  in  9  121.210  of  this 
chapter. 

§  558.630  Tyiosin  and  sulfamethazine. 

(a)  Specifications.  (1)  Tyiosin  is  the 
antibiotic  substance  produced  by  growth 
of  Streptomyces  fradiae  or  the  same  an¬ 
tibiotic  substance  produced  by  any  other 
means. 

(2)  Sulfamethazine  is  the  chemical 
N'-(4,6-dlmethyl-2-pyrlmldlnyl)  sulfa¬ 
nilamide. 

(b)  Approvals.  Premix  levels,  a  com¬ 
bination  of  equal  amounts  at  tyiosin  and 
sulfamethazine,  granted  to  firms  as 
sponsor(s)  and  identified  by  drug  listing 
numbers  in  9  510.600(c)  of  this  chapter 
for  the  condltims  of  use  indicated  in 
paragraph  (f)  of  this  section: 

(1)  To  000986  ;  40  grams  per  pound 
each,  paragraph  (f)  (2)  (i) . 

(2)  To  000986,  012190;  10  grams  per 
pound  each,  paragraidi  (f )  (2)  (1) . 

(3)  To  017255,  016968,  025796,  034500: 
10  grams  per  pound  each,  paragraph  (f) 

(3)(il). 

(c)  Assay  limits.  Finished  feed  must 
contain  not  less  than  75  percent  nor  more 
than  125  percent  of  tyiosin  and  not  less 
than  80  percent  nor  more  than  120  per¬ 
cent  of  sulfamethazine. 

(d)  [Reserved]. 

(e)  Related  tolerances.  See  99  556.670 
and  556.740  of  Uiis  chapter.  ' 

(f)  Conditions  of  use.  It  is  used  in 
feed  for  swine  as  follows: 

(1)  Amount  per  ton.  Tyiosin,  100 
grams  plus  sulfamethazine,  100  grams. 

(2)  Indications  for  use.  (i)  Maintain¬ 
ing  weight  gains  and  feed  efficiency 
in  the  presence  of  atrophic  rhinitis; 
lowering  the  incidence  and  severity 
of  Bordetella  Bronchiseptica  rhinitis; 
preventlcm  of  swine  dysentery  (vi- 
brionic) ;  control  of  swine  pneumonias 
caused  by  bacterial  pathogens  (P.  multo- 
cida  and/or  C.  pyogenes) ;  for  reducing 
the  incidence  of  cervical  l3rmphadenitis 
(Jowl  abscesses)  caused  by  Group  E 
Streptococci.  Only  the  sulfamethazine 
portion  of  this  combination  is  active  in 
controlling  Jowl  abscesses. 

(ii)  Maintaining  weight  gains  and 
feed  efficiency  in  the  presence  of  atrophic 
rhinitis;  lowering  the  incidence  and  se¬ 
verity  of  Bordetella  bronchiseptica  rhinl- 
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tis;  prevention  of  swine  dysentery  (vibri- 
onic) ;  control  of  swine  pneumonlM 
caused  by  bacterial  pathogens  (Pasteur- 
eUa  mvltocida  and/or  Corynebacterium 
pyogenes). 

(3)  Limitations.  As  tyiosin  phosphate; 
withdraw  5  days  before  slaughter. 

8  558.635  Virginia niycin. 

(a)  Specifications.  Vlrglnlamycln  is 
the  antibiotic  substance  produced  by  the 
growth  of  Streptomyces  virginiae  or  the 
same  antibiotic  substance  produced  by 
any  other  means. 

(b)  Approvals.  Premix  levels  of  2.2 
percent  virginiamycin  activity  (10  grams 
per  pound)  and  50  percent  virginiamycin 
activity  (227  grams  per  poimd)  granted 
to  No.  000007  in  9  510.600(c)  of  this 
chiH>ter. 

<c)  Assay  limits.  Finished  feed  must 
contain  not  less  than  70  percent  nor  more 
than  130  percent  of  the  labeled  amount 
of  the  drug. 

(d)  Related  tolerances.  See  9  556.750 
of  this  chiHTter. 

(e)  Special  considerations.  (1)  Not  for 
use  in  breeding  swine  over  120  pounds. 

(2)  Dilute  premix  with  at  least  10 
pounds  of  a  feed  ingredient  prior  to  final 
mixing  in  1  ton  of  complete  feed. 

(f)  Conditions  of  use.  It  is  used  in 
complete  swine  feeds  as  follows: 

(I)  Amount  per  ton.  100  grams  (for  2 
weeks). 

(1)  Indications  for  use.  Treatment  of 
swine  dysentery  in  nonbreeding  swine. 

(II)  Animal  weight.  Over  120  pounds. 

(2)  Amount  per  ton.  100  grams  for 
2  weeks,  50  grams  thereafter. 

(i)  /ndicaftons /or  use.  Treatment  and 
control  of  swine  dysentery. 

(11)  Animal  weight.  Over  120  poimds. 

(3)  Amount  per  ton.  25  grams. 

(i)  Indications  for  use.  Aid  in  control 
of  swine  dysentery.  For  use  in  animals  or 
on  premises  with  a  history  of  swine  dys¬ 
entery  but  where  symptoms  have  not  yet 
occun^. 

(ii)  Animal  weight.  Over  120  pounds. 

(4)  Amount  per  ton.  10  grams. 

(i)  Indications  for  use.  Increased  rate 
of  weight  gain  and  improved  feed  effi¬ 
ciency  (starter  and  grower  feeds  only). 

(ii)  Animal  weight.  Weaning  to  120 
pounds. 

Notk;  Incorporation  by  reference  pro¬ 
visions  approved  by  the  Director  of  the 
Federal  Roister  March  25,  1075. 
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